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CONTINUED INSIDE

highlights
SUNSHINE ACT MEETINGS..... . 58=

GRANTS
HEW/HRA announces that applications for FY 1978
grants for Expanded Function Dental Auxiliary (EFDA)
Training and Residency Training in the General Practice
of Dentistry will be accepted until 12-1-77 (2 docu-
ments)- 58205, 58206

FOOD STAMP PROGRAM
USDA/FNS revises maximum allowable income stand-
ards of coupons for 48 States, D.C.. Alaska, Guam,
Hawaii, Puerto Rico and Virgin Islands (6 documents);
effective 1-1-78................ 58152-58158

EQUAL CREDIT OPPORTUNITY
FHLBB proposes nondiscrimination recordkeeping re-
quirements for its member institutions; comments by
12-9-77 .-- 58182

WATER AND RELATED RESOURCES
WRC changes discount rate to be-used by Federal agen-
cies in formulation and evaluation of plans.- 58232

FEDERAL FINANCIALLY-ASSISTED PROJECTS
USDA/SCS promulgates rules for operating and main-
taining measures for watershed protection, flood preven-
tion, resource conservation and development projects
and other measures; effective 11-8-77... . 58159

DAIRY PRODUCTS
HEW/FDA withdraws proposal and terminates rule-
making proceeding providing for alternative names for
sour cream and sour half-and-half; effective 11-8-77- 58181

X-RAY DEVICES
HEW/FDA permits, under certain conditions, installation
of certified beam-limiting devices that do not provide
positive beam limitation; effective 11-8-77. 58167

SOUND RECORDINGS
Library of Congress/Copyright Office solicits comments
by 12-1 and 12-12-77 on independent economic impact
analysis regarding performance rights ...... 58226

BIOLOGICS
HEW/FDA proposes implementation of efficacy review
on safety, effectiveness, and labeling of bacterial vat-
cines and bacterial antigens with "No U.S. Standard of
Potency"; comments by 1-9-78 (Part It of this issue)-. 58266
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AGENCY PUBLICATION ON ASSIGNED DAYS OF THE WEEK
The six-month trial period ended August 6. The program is being continued on a voluntary basis (see OFR

notice, 41 FR 32914, August 6, 1976). The following agencies have agreed to remain in the program:

Monday Tuesday Wednesday Thursday Friday

DOT/COAST GUARD USDA/ASCS DOT/COAST GUARD. USDA/ASCS

DOT/NHTSA USDA/APHIS DOT/NHTSA USDA/APHIS

DOT/FAA USDA/FNS DOT/FAA USDA/FNS

DOT/OHMO USDA/REA DOT/OHMO USDA/FSQS

DOT/OPSO USDA/FSQS DOT/OPSO USDA/REA

CSC - CSC

LABOR LABOR

HEW/ADAMHA HEW/ADAMHA

HEW/CDC HEW/CDC

HEW/FDA HEW/FDA

HEW/HRA HEW/HRA

HEW/HSA .HEW/,HSA

HEW/NIH HEW/NIH

HEW/PHS HEW/PHS

Documents normally scheduled on a day that will be a Federal holiday will be published the next work day
following the holiday.

Comments on this program are still invited. Comments should be submitted to the Day-of-the-Week Program
Coordinator, Office of the Federal Register,- National Archives and Records Service, General Services Adminls.
tration, Washington, D.C. 20408.

Note: As of Nov. 3, 1977, Food Safety and Quality Service (USDA) documents are being assigned to the
Tuesday/Friday schedule.

ATTENTION: For questions, corrections, or requests for information please see the list of telephone numbers
appearing on opposite page.
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Published daily. Monday through Friday (no publication on Saturdays, Sundays, or on official Federal
holidays), by the Office of the Federal Register, National Archives and Records Service, General Servides
Administration, Washington. D.C. 20408, under the Federal Register Act (49 Stat. 500, as amended; 44 U.S.C,,
Ch. 15) and the regulations of the Administrative Committee of the Federal Register (1 OFR Oh. I). Distribution
is made only by the Superintendent of Documents, U.S. Government Printing Office, Washington, D.C. 20402.

The F sMRAL REGSTER provides a uniform system for making available to the public regulations and legal notices Issued
by Federal agencies. These include Presidontihl proclamations and Executive orders and Federal agency documents having
general applicability and legal effect, documents required to be published by Act of Congress and other Federal agency
documents of public Interest. Documents are on ile for public inspection in the Office of the Federal Register the day before
they are published, unless earlier filing is requested by the issuing agency.

The FEDEAL REGrSTEa will be furiished by mail to subscribers, free of postage, for $8.00 per month or $50 per year, payable
in advance. The charge for Individual copies Is 75 cents for each issue, or 75 cents for each group of pages as actually bound.

Remit check or money order, made payable to the Superintendent of Documents, U.S. Government Printing Offceo, Washington,
D.C. 20402.

There are no restrictions on the republication of material appearing In the F=DERAL R cxsr
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INFORMATION AND ASSISTANCE
Questions and requests for specific information may be directed to the following numbers. General inquiries

may be made by-dialing 202-523-5240.

FEDERAL REGISTER, Daily Issue:
Subscription orders (GPO) ..........
Subscription problems (GPO) ........
"Dial - a - Regulation" (recorded

summary of highlighted docu-
ments appearing in next day's
issue).

Scheduling of documents for
publication.

Copies of documents appearing in
the Federal Register.

Corrections
Public Inspection Desk .................
Finding Aids ............................

Public Briefing&: "How To Use the
Federal Register."

Code of Federal Regulations (CFR)..

Finding Aids ---.----------.-......

202-783-3238
202-275-3050
202-523-5022

523-3187

523-5240

523-5237
523-5215
523-5227
523-3517

523-3419
523-3517
523-5227

PRESIDENTIAL PAPERS:
Executive Orders and Proclama-

tions.
Weekly Compilation of Presidential

Documents.
Public Papers of the Presidents..
Index ...........................

PUBLIC LAWS:
Public Law dates and numbers.-.

Slip Laws ...................................

U.S. Statutes at Large...___

Index-----

U.S. Government Manual ...-......
Automation ...........................
Special Projects ........................

HIGHLIGHTS-Continued

NEW ANIMAL DRUGS
HEW/FDA approves safe and effective use of chorionic
gonadotropin for treating nymphomania in cows; effective
11-8-77 .................................................................. 58167

TRUTH-IN-LENDING
FRS publishes official staff interpretations; effective
11-8-77 -...-.------------- ..-.........---------------------------------- 58163

PRIVACY ACT OF 1974
-DOD/AF publishes additional systems of records;

comments by 12-8-77 .................................................- 58195

NON-POSTAL SERVICES
PS elaborates policy for establishing reasonable fees and
charges; effective 11-8-77 .......... ........... .. 58170

NONMAILABLE MATTER
PS provides additional protection for members of the
public who receive solicitations in guise of bills, Invoices,
or statements of accounts; effective 12-S-77......... 58169

TELEPHONE EQUIPMENT REGISTRATION
PROGRAM
FCC proposes extension of grandfather dates; comments
by 11-17 and 11-28-77 ........... 58186

HISTORIC PLACES NATIONAL REGISTER
Interior/NPS announces notification of pending nomina-
tions; comments by 11-18-77. ........ . 58206

STRATEGIC AND CRITICAL MATERIALS
STOCKPILE
GSA announces policy ..... ... ... ...... 58=O3

TREASURY SECURITIES
Treasury announces interest rates on Bonds of
2002-2007 and Notes of Series A-1987 (2 documents). 58232

FISHERY CONSERVATION AND MANAGEMENT
State publishes applications for fishing during 1978 off
coasts of U.S. from the Government of U.S.S.R. (Part Ill
of this issue) .......... 58320

MEETINGS-
CSC: Administrative Law Judges Advisory Committee,

11-28-77 ................ 58193
Commerce/NOAA Caribbean Fishery Management

Council, 12-6 thru 12-8-77 - -. 58194
Pacific Fishery Management Council, 12-15 and

12-16-77 ............. .. 58194
Western Pacific Fishery Management Council,

11-28 and 11-29-77 .... .. 58195
DOD: Electron Devices Advisory Group, Working Group

A and B, 12-8 and 12-12-77 (2 documents)-. 58198
Army:. National Board for the Promotion of Rifle

Practice, 11-30-77 ....... 58197
Navy: Navy Resale System Advisory Committee,

11-14-77 ...... .. 58197
EPA* Resource Conservation Committee, 11-17,

11-18 and 11-21-77 ...... ... 58198
FCC: Personal Use Radio Advisory Committee

(PURAC), 12-7 and 12-8--77 ..........----- - 58201
HEW/NIH: Committee on Health and Ecological Effects

of Increased Coal Utilization, 11-10 and
11-11-77 5805

National Cancer Institute Advisory Committee meet-
ings for month of December 1977 (2 docu-
ments) 58203,58204

USDA/AMS: Shippers Advisory Committee, 11-22-77. 58191
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HIGHLIGHTS-Continued

AMENDED MEETING- CHANGED HEARINGS-
HEW/NIH: National Diabetes Advisory Board and National Transportation Policy Study Commission,

Executive Committee, 11-15 and 11-16-77 .......... 58203 11-16-77 ................................................... 58226

CHANGED MEETINGS-
Commerce/NOAA: New England Fishery Management SEPARATE PARTS OF THIS ISSUE

Council's Scientific and Statistical Committee, Part 1I, HEW/FDA .............................. ................. 58266
11-29-77 ............................................................... .58194 Part Ill, State . .............. 58320

reminders
(The items in this list were editorially compiled as an aid to FEDERAL REGISTER users. Inclusion or exclusion from this list has no legal

significance. Since this list is intended as a reminder, it does not include effective dates that occur within 14 days of publication.)

Rules Going Into Effect Today

FEA-Energy conservation program for
appliances; test procedures for water
heaters ........................ 54110; 10-4-77

HUD/FHC-Cooperative housing develop-
ments; insurance of mortgages.

40430; 8-10-77

I List of Public Laws I

NoTE: No public bills which havo become
law were received by the OIllco of tho Fodoral
Register for Inclusion In today's Lim' or
PuBLic LAWS.
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AGENCY FOR INTERNATIONAL
DEVELOPMENT

Notices
Authority delegations:

East Africa, Regional Economic
Development Services Office,
Director; contracting func-
tions - .- ------------- 58231

West Africa, Regional Economic
Development Services Office,
Director; contracting func-
tions --------- ---- 58231

AGRICULTURAL MARKETING SERVICE

Notices
Meetings:

-Shippers Advisory Committee-- 58191

AGRICULTURAL STABILIZATION AND
CONSERVATION SERVICE

Rules -
Appeal regulations:

Appraisals, technical determi-
nations for wheat, feed grain,

- Cotton, and rice; nonappeal-
ability ------------------- 58162

AGRICULTURE DEPARTMENT
See Agricultural Marketing Serv-

ice; Agricultural Stabilization
and Conservation Service;
Farmers Home Administration;
Food and Nutrition Service;
Forest Service; Soil Conserva-
tion Service.

AIR FORCE DEPARTMENT

Notices
Privacy Act; systems of records-- 58195

ANTITRUST DIVISION, JUSTICE
DEPARTMENT

Notices
Competitive impact statements

and proposed consent Judg-
ments; U.S. versus listed com-
panies:

Carrols Development Corp.,
et al ------------------- 58208

ARMY DEPARTMENT

Notices
Meetings:

Promotion of Rifle Practice, Na-
tional Board --------...... .58197

CIVIL AERONAUTICS BOARD

Notices
Fares, domestic passenger; in-

crease; various carriers ------ 58192

CIVIL SERVICE COMMISSION

Rules

Excepted service:
Commerce Department (2 docu-

ments) ------------------- 58151.
Federal Home Loan Bank

Board ------------------- 58151
Health, Education, and Welfare

Department -------------- 58151
Housing and Urban Develop-

ment Department --------- 58151
Interior Department --------- 58152
Transportation Department_; 58152

contents
Notices
Meetings:

Administrative Law Judges Ad-
visory Committee ---------- 58193

Noneareer executive assignments:
Health, Education, and Welfare

Department ------------- 58193
Housing and Urban Develop-

ment Department ........ 58193

COMMERCE DEPARTMENT
See Economic Development Ad-

ministration; National Oceanic
and Atmospheric Administra-
tion.

COPYRIGHT OFFICE,
LIBRARY OF CONGRESS

Notices
Performance rights in sound re-

cordings; inquiry ------------ 58226

DEFENSE DEPARTMENT

See also Air Force Department;
Army Department; Navy De-
partment.

Notices o

Meetings:
Electron Devices Advisory

Group; date change (2 docu-
ments) 58193

ECONOMIC DEVELOPMENT
ADMINISTRATION

Notices
Import determination petitions:

Converse Rubber Co -......- 58193
Hyde Park Footwear Co., Inc--- 58194

ENVIRONMENTAL PROTECTION
AGENCY

Rules
Air quality implementation plans;

various States, etc.:
Idaho --------- 58171

Notices
Meetings:

Resource Conservation Commit-
tee 58198

FARMERS HOME ADMINISTRATION

Notices
Disaster and emergency areas:

Kentucky ------------- 58191

FEDERAL COMMUNICATIONS
COMMISSION

Rules
Fm broadcast stations; table of as-

signments:
Nebraska -------- --- 58179

Proposed Rules
F broadcast stations; table of

assignments:
Colorado ------------------- 58187
Nebraska --------- --- 58188
New York. ---------- 58189

Telephone network, connection of
terminal equipment:

Telephone equipment registra-
tion program; grandfather
dates extended ---------- 58186

Notices
Meetings:

Personal Use Radio Advisory
Committee 58201

Programming report, annual;
composite week dates ....... 58200

Satellite communications services;
applIcations accepted for flUng_. 58201

FEDERAL HOME LOAN BANK BOARD

Proposed Rules
Nondiscrimination requirements;

home financing applications_ 58182

FEDERAL MARITIME COMMISSION

Proposed Rules
Licensing of independent ocean

freight forwarders; Increase in
surety bond; extension of time. 58181

Notices
Agreements filed, etc ----------- 58201

FEDERAL RESERVE SYSTEM

Rules
Truth-in-lending:

Officia staff interpretations .... 58"163
Notices
Applications, etc.:

Central Bancshares of the
South, Inc........... 58202

Central National Bancshares,
Inc -------------------- 58202

Wellman Investment Co ------ 58202

FISH AND WILDLIFE SERVICE

Notices
Stamp contest; migratory bird

hunting and conservation;
notice of judging_ _. . 58206

FOOD AND DRUG ADMINISTRATION

Rules
Animal drugs, feeds, and related

produots:,
Chorlonlc gonadotropin ------ 58167

Radiological health:
X-ray systems; performance

standards 58167
Proposed Rules
Biological products:

Bacterial vaccines and antigens
with no U.S. potency stand-
ard; efficacy review ..... 58266

Milk and cream; sour cream and
sour half-and-half; identity
standards, withdraw ...------- 58181

FOOD AND NUTRITION SERVICE

Rules
Food stamp program; State agen-

cies and eligible household
participation; list:

Alaska - 58153
Continental States and District

of Columbia-.......... 58152
Guam 58158
Hawaii----------------- 58154
Puerto Rco............. 58156
Virgin Islands-....-.--- 58157
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CONTENTS

FOREST SERVICE
Notices
Environmental statements; avail-

ability, etc.:
Eastern region, herbicide use;

extension of time ------ 58191
Routt and Medicine Bow Na-

tional Forests, Bears Ears
Land Management Plan,
Colo --------------------- 58191

GENERAL SERVICES ADMINISTRATION
Rules
Procurement:

Federal; forms; new editions-- 58174
Notices
Property management regulations,

temporary:
Authprity delegation to Defense

Department Secretary ------ 58202
Strategic and critical materials

stockpile; policy, announce-
ment ------------------------ 58203

GEOLOGICAL SURVEY
Notices
Coal mining plans:
'Utah ---------------------- 58206

HEALTH, EDUCATION, AND WELFARE
DEPARTMENT'

See Food and Drug Administra-
tion; Health Resources Admin-
istration; National Institutes of
Health.

HEALTH RESOURCES ADMINISTRATION
Notices
Grants:

Dentistry, residency training in;
applications --------------- 58206

Expanded function dental aux-
iliary training (EFI)A) ---- 58205

INTERIOR DEPARTMENT
See Fish and Wildlife Service;

Geological Survey; National
Park Service.

INTERNAL REVENUE SERVICE
Notices
Authority delegations:

Fiscal Management Branch
Chief et al.; agency collection
actions ------------------ 58231

Employee benefit plans:
Prohibitions on transactions,

exemption proceedings, appli-
cations, heai-ngs, etc.; cor-
rection: ------------------ 58225-

INTERSTATE COMMERCE COMMISSION
Notices
Abandonment of railroad services,

etc.:
Chesapeake & Ohio Railway

Co ---------------------- 58233
Fourth section applications for re-

Ilef ----------------------- 58233
Hearing assignments _ .. 58232
Railroad freight rates and

charges; various States, etc.:
Nationwide ----------------- 58233

JUSTICE DEPARTMENT
See Antitrust Division, Justice De-

partment.
LABOR DEPARTMENT
See also Pension and Welfare

Benefit Programs Office.
Notices
Adjustment assistance:

A & Z Fashions, Inc --------- 58210
Aileen, Inc ----------------- 58211
Aldon, Inc ------------------ 58212
Allied Leather Co. et al (2 doc-

uments) ------ 58209, 58212
Bouquet Fashions ------------- 58213
Cisne Shoes Inc -------------- 58214
Converse Rubber Co. (4 docu-

ments) ------------- 58215-58217
Edwardsville Fashions, Inc--- 58217
F/V Alice J. et al ------------ 58210
Genesco, Inc --------------. . 58218
Grieco Brothers, Inc ... .. 58218
Jacana Sportswear, Inc ------ 58219
Jamka Stitching Co., Inc ---- 58220
Republic Sportswear, Inc ---- 58220
Sirco International Corp-..... 58221
Strasburg Textile Mills, Inc..__ 58221
U & I, Inc. (2 doucments) ---- 58223,

f58224
U.S. Steel Corp ------------- 58213
Utica Cutlery Co ------------ 58222
Waltham Dress Co ----------- 58224
Wheeling-Pittsburgh Steel

Corp -------------------- 58225
LIBRARY OF CONGRESS
See Copyright Office, Library of

Congress.

MANAGEMENT AND BUDGET OFFICE
Notices
Clearance of reports; list of re-

quests --------------------- 582b8

NATIONAL INSTITUTES OF HEALTH
Notices
Meetings:

Cancer Immunotherapy Com-
mittee ------------------- 58204

Cancer Institute, National; ad-
visory committees --------- 58203

Diabetes National Advisory
Board ------------------- 58203

National Institute of Environ-
mental Health ------------- 58205

Research Manpower Review
Committee --------------- 58204

National Institute of Environ-
mental Health; establishment-- 68205

NATIONAL OCEANIC AND ATMOSPHERIC
ADMINISTRATION

Notices
Marine mammals:

Fraser's dolphin; incidental tak-
ing; commercial fishing op-
erations - ----------- 58195

Meetings:
Caribbean Fishery Manage-

ment Council ........------- 58194
New England Fishery Manage-

ment Council; date change. 58194
Pacific Fishery Management

Council ------------ ------ 58194

Western Pacific Fishery Man-
agement Council- ----------- 58195

NATIONAL PARK SERVICE
Notices
Historic Places National Register:

additions, deletions, etc ------- 58206

NAVY DEPARTMENT
Notices
Meetings:

Navy Resale System Advisory
Committee ---------------- 58197

NUCLEAR REGULATORY COMMISSION
Notices
Applications, etc.:

Baltimore Gas & Electric Co,.. 58226
Carolina Power & Light Co. (2

documents) --------------- 8227
Connecticut Yankee Atomic

Power Co ------------------ 58228
Consumers Power Co --------- 58228
Potomac Electric Power Co .... 58228

PENSION AND WELFARE BENEFIT
PROGRAMS OFFICE

Notices
Employee benefit plans:

Prohibitions. on transactions,
exemption proceediuos, appli-
cations, hearing, etc.; correc-
tion --------------------- 58225

POSTAL SERVICE
Rules
Organization and administration:

Goverikmient agencies, Federal
and State; reimbursement for
non-postal services per-
formed ------------------- 58170

Postal service manual:
Solicitations, commercial, In

guise of bills, Invoices or
statements---------------- 581609

SECURITIES AND EXCHANGE
COMMISSION

Proposed Rules
Securities Exchange Act:

Standardized options trading;
investigation, pilot program
expansion restriction, etc.;
correction ---------------- 58181

SMALL BUSINESS ADMINISTRATION
Notices
Applications, etc:

Community Equity Corp. of
Nebraska ----------------- 08229

Sharon Small Business Invest-
ment Co --------- -------- 58230

Disaster areas:
Colorado ------------------- 58220
Illinois -----------.... - -- 58230
Kentucky ------------------- 58230
Minnesota ----------------- 58230
Missouri -------------------- 58230
Tennessee ------------------ 58230
Virginia -------------------- 58231
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CONTENTS

SOIL CONSERVATION SERVICE
Rules
Support activities; operation and

-maintenance------------- 58159
Notices
Environmental statements on wa-

tershed projects; availability,
etc.:

Lower Bayou Teche ------- 58192

STATE DEPARTMENT
See also Agency for International

Development.
Rules
Procurement; foreign purchases;

correction ---------------- 58179
Notices
8'sbng permits, applications:

Union of Soviet Socialist Re-
publics ---------------- 58320

TRANSPORTATION POLICY STUDY,
NATIONAL COMMISSION

Notices
Hearings --------------------- 58226

TREASURY DEPARTMENT
Sec also Internal Revenue Service.
Notices
Antldumplng:

Carbon steel pipes and tubes
from Japan; correction. 58232

Bonds, Treasury:
2002-2007 series --------- 6832

Notes, Treasury:
A-1987 series --- --..... 68232

WATER1tESOURCES COUNCIL
Notices
Planning water and related land

resources:
Discount rate change ---- 58232
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CUMULATIVE LIST OF PARTS AFFECTED DURING NOVEMBER

The following numerical guide is a list of parts of each title of the Code of
Federal Regulations affected by documents published to date during November.

1 CFR
CILI ------------------ - 57115
PROPOSED RULES:

461 ---------------------- 57463

3 CFR
EXECUTIVE ORDERS:
10631 (Amended byEO 12017) .... 57941
11476 (Amended by EO 12018) ---- 57943
11835 (See EO 12018) ..... 57945
12016 -------------------------- 57297
12017 ----------------------- 57941
12018 - ------- 57943
12019 ----------------------- 57945

5 CFR
213 (3 documents) ------- 57115-57117,

57683,58151,58152

7 CFR
6 ------------------------- 57117
12 ------------- 7 ......... 57683
271 --------------------- 58152-58158
406 ---------------------------- 57299
409 ---------------------------- 57299
654 ------------------------- 58159
780 ---------------------------- 58162
905 ---------------------------- 57947
906 ------------------------- 57299
910 ---------------------------- 57684
931 ------------------------- 57117
944 ------------------------- 57947
966 ---------------------------- 57445
984 -------------- ..------ 57948
989 ---------------......----- 57683
1453 ----------------------- 57948
1488 --------------------------- 57949
1901 ------------------------ 57118
1955 --------------------------- 57684
2855 ------------------------- 57300
2856 --------------------------- 57301
2858 ------------------------ 57301
2870 --------------------------- 57301
PROPOSED RULES:

272 ---------------------- 57694
725 ----------------------- 57131
905 ----------------------- 57694
989 ----------------------- 57131
1030 ---------------------- 57319
1133 ---------------------- 57466
1464 --------------- 57319,57466
1701 ---------------------- 57694

9 CFR

73 ----------------------------- 57118
78 -------------------------- 57118
92 ----------------------------- 57121
362 ------------------------- 57121

10 CFR
210 --------------------- 57320,57326
211 -------------------- 57320,57326
212 --------------------- 57320,57326

12 CFR
201 ---------------------------- 57302
217 ..---------------- ------- 57950
226 ------------------------- 58163
303 ------------------------- ; 57685
701 ----------- .-------------- 57685
PROPoSED RULES:

528 ------ ...- .....---------- 58182
545 --------------------- 57131

13 CFR

317 ---..----..----.. ... 57685
14 CFR -- -

39- -------------- 57445,57951
71 ----------------- 57445,57446,57952
91L-------- ---------------- -57446

-57952------- :::: 595
97 ----------------------------- 57448
250 .. ----------------- 57326
296 ---- -57326
1245 ------------------ --- 57449
PRoPOsED RULES:

39_ 57968
47 ---------------- 57968
71 ------. 57468-57470, 57969-57971
75- ............ 57971
91 ----------------- 57470, 57968
302 --------------------- 57132

15 CFR

16 -------------------------- 57686
376 ------------------------- 57454

16 CFR

13 --------------- 57302-57304,57455
1012 ------------------------ 57121
1607 ------------------------ 57961
PROPOSED RULES:

444 --------------------- 57973
1013 --------------------- 57133
1115 ------------- 57133
1116 ---------------------- 57133
1120 ------ --------------- 57642
1145 ---------------------- 57642
1402 ---------------------- 57134

17 CFR

211 ------------------------- 57455
PROPOSED RULES: --

210 --------------------- 57652
240 --------------------- 58181

19 CFR

153 ------------------------- 57122

20 CFR

PROPOSED RULES:
616 ........................-57252
618 ----------------------- 57256

21 CFR

81 -------------------------- 57686
522 ----------------------- 58167
1020 --------------------------- 58167
1250 ------------------------ 57122
1316 ------------------------ 57456
PROPOSED RULES:

131 --------------------- 58181
207 ----------------------- 57137
601 ------------------------ 58266
607 --------------------- 57137
610 --------------------- 58266
807 ......----------------- 57137

22 CFR
9A------- ------------------- 57687-
PROPOSED RuLEs: -

51 ---------------------- 57138
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24 CFR
201 ------------------------- 57431
203 ---------------------------- 57433
220 -------------......----- 57435
221 ---------------------------- 57435
222 ---------------------------- 57435
234 ------------------- ---------- 57435
235 ---------------------------- 57430
841 ---------------------------- 57305
885 ---------------------------- 57430
1917 -------------------------- 57408-

57414,57852-57859, 58008-58010
PROPOSED RULES:

201 ... -------------------- 57327
880 ----------------------- 57632
881 --------------------- 57032
882 --------------------- 57416
883 ----------------- 57633,57634
1917 (3 documents) ---- 57133-57140

26 CFR
1 ---------------- 57122,57300-57312

27 CFR
PROPOSED RULES:

170 ----------------------- 57471
194 --------------------- 57471
201 --------------------- 57471

28 CFR
0 -------- r -------------------- 57457

29 CFR
602 ------------------------- 57687
603 -. --- .............. 57088
615 ......... - ------------------ 57088
1952 --------------------------- 57123
PROPOSED RuLzS:

30 ---------------------- .. 57140
1910 --- ..------------------ 57200
1952 ---------------------- 57140

31 CFR
341 -..------------------------- 57123
PROPOSED, RULES:

Subtitle A ---------------- 57973

32 CFR
203- ------------------------ 57123
356 ---------------------------- 57312

32A CFR
134 -------------------------- 57457

33 CFR
86 ----------------------------- 57648
87 ----------- --------------- 57048
91 ----------------------------- 57050
135 ---------------------------- 57650
136 ---------------------------- 57050
207 ------------------------- 57901
PROPOSED RULES:

208 ----------------------- 57141

38 CFR
PROPOSED RULES:

2 -------------------------- 57328
21 ------------------------ 57328



FEDERAL REGISTER

39 CFR 43 CFR-Coninued

111----------- -----------------. 58169 PROPOSED RULES:
259 ---------- -........- ....... 58170 426-- - 57142

40 CFAR 2720 ------------------------ 57682

52 -----..-.------ 57124, 57459, 58171 45 CFR

6U -------------.-.....----- 57125
PROPOSED RULES:

51 ---------------------- 57471
52 ------------------------- 57479

41 CFR
1-16 ------------------------ 58174
6-6 ----------------------- 58179
101-I ---------------------- 57314
101-17 ---------------------- 57462
PROPOSED RULES:

105-61 ---------------------- 57695

42 CFR
PROPOSED RULES:

121

43 CFR
31 .....

19-_ -------------------------- 57317
153 ------------------------- 57286
189 ------------------------ 57638
1069 - -------- 57693
1901 ------------------------- 57127
1905 --------------------------- 57127
PROPOSED RULES:

1068 -------------..... --- 57698
1069 ....-------------------- 57699

46 CFR

153 -----------------....... 57126,57962
381 -------------------------- 57126
PROPOSED RULES:

510 --------------------- 58181

,, 47 CFR

47 CFR-Continued

91 -------- ------------------ 57963
97 -- -- 57690
P OPOSED RULES:

68----- -------------- 58186
73 --------- 57695-57693,

57974-57977,58187-58189

49 CFR
172 ....- ----------------------- -57964
173- -------------------------- 57965

176. -57967

1033 ---------------- - 57317,57691
1080 ----- 57692

57127
PROPOsED RULES:

57488
575 - ------ - 57979
581 ------- -.------------- 57979

50 CFR
17 ----------------------- 57127 32 -------- .....------- 57692.57693

73 ------------------ 57689,57962,58179 PROPosED RULEs:
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rules and regulations
This section of the FEDERAL REGISTER contains regulatory documents having general applicability and legal effect most of which are
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[6325-01 ]
Title 5---Administrative Personnel

CHAPTER I-CIVIL SERVICE COMMISSION
PART 213-EXCEPTED SERVICE

Department of Health, Education, and
Welfare

AGENCY: Civil Service Conmission.
ACTION: Final rule.

SUMMARY: The following positions are
excepted under Schedule C because they
are confidential in nature: Ten positions
of Director, Intergovernmental and Con-
gressional Affairs and ten positions of
Director, Public Affairs.
EFFECM IVE DATE: November 8, 1977.
FOR FURTHER INFORIT.AIION CON-
TACT:

Wilhiam Bohling, 202-632-4533. Ac-
cordingly, 5 CFR 213.3316(a) (42) and
(43) are added as set out below:

§ 213.3316 Department of Healh, Edu-
cation, and Welfare.

(a) Office of the Secretary.
(42) Ten positions of Director, Inter-

governmental and Congressional Affairs.
(43) Ten positions of Director, Public

Affairs.

(5 U.S.C. 3301, 3302; E.O. 10577, 3 CFR 1954-
1958 Comp., p. 218)

UNITED STATES CIVIL SERV-
ICE COzMSSION,

JAMS C. SPRY,
Executive Assistant to

the Commissioners.
IFR Do.77-32287 lFed 11-7-77;8:45 am]

[6325-01]
PART 213--EXCEPTED SERVICE
Department of Housing and Urban

Development
AGENCY: Civil Service Commission.
ACTION: Final rule.
SJAMaARY: The following positions are
excepted under Schedule C because they
are confidential in nature: Ten positions
of Executive Assistant and ten positions
of Secretary, one to each Executive As-
sistant.
EFFECTIVE DATE: November 8, 1977.
FOR FURT ER INFORMA.TION CON-
TACT:

William Bobling, 202-632-4533.

Accordingly, 5 CFR 213.3384(a) (67)
and (68) are added as set out below:
§ 213.3384 Department of Housing and

Urban Development.

(a) Office of the Secretary. • "
(67) Ten positions of Executive As-

sistant.
(68) Ten positions of Secretary, one

to each Executive Assistant.

(6 U.S.C. 3301, 3302; F0. 10577, 3 CFF 1054-
1958 Comp., p. 218)

UTITED STATES Crnv, Scnv-
ICE CoMMIssou,
JTAs C. SpRy,

Executive Assistant
to the Commissioners.

[IFR Doc.77-3288 Fied 11-7-77:8:45 am]

[6325-01]
CHAPTER I-CIVIL SERVICE COMMISSION

PART 213-EXCEPTED SERVICE
Department of Commerce

AGENCY: Civil Service Commission.
ACTION: Final rule.
SUtMARY: This amendment extends
the exception of 29 positions of Businezs
Management Felowhip Program Spe-
cialists, GS-11/12, through Septem-
ber 30, 1978, and reflects transfers of
these positions from the Office of
Secretary, Office of Personnel, to the
Office of Minority Busins Enterprise.
This exception is granted because it con-
tinues to be impractical to examine for
these positions.
EFFECTIVE DATE: November 8, 1977.
FO URTHER 3FORMATION CON-
TACT:

William Bohling, 202-632-4533.
Accordingly, 5 CER 213.3114(b) (4) is

revoked and § 213.3114(k) Is added to
xead as follows:
§ 213.3114 Department of Commerce.

(b) Office of the Secretary. C • C

(4) Revoked

(k) Office of Ainority Business Enter-
prise.

(1) Until September 30, 1978, not to
exceed 29 'Positions of Business Man-
agement elowshlip Program Specialists,
GS-11/12.

(5 U.S.C. 3301; 3302; EO 10577, 3 CPR 1954:-
1958 comp., p. 218)

Ur.n-D SmTs CIL S=v-
ICE COiMM nsI,

JAMs C. S=a,
Executive Assistant
to the Commissioners.

I F l)Cc.77--2477 Filied 11-7-77;8:45 am]

[6325-01 ]
PART 213-EXCEPTED SERVICE

Department of Commerce
AGENCY: Civil Service Conmission.
ACTION: Final rule.
SUMMARY: One position of Secretary
(Steno) to the Deputy Assistant Secre-
tary for Administrative and Legislative
Policy is expected from the competitive
service under Schedule C bemuz-e it is
confidential In nature.

EFFECTIVE DATE: November 8, 1577.
FOR FURTHER =IFORMATION CON-
TACT:

William Bobling, 202-632-4533.
Accordingly, 5 CER 213.3314(w) is

added as set out below:
§ 213.3314 Department of Commerce.

(w) Industry and Trade Administra-
tion.

(1) One Secretary (Steno) to the
Deputy Assistant Secretary for Adminis-
trative and Legislative Policy.
(G U.S.C. 3301, 3302; EO 10577, 3 CI9.R 194-
1958 Ccomp.' p. 218.)

UnTED STATES Cn-= SEnv-
IcE CoMI4SIor,

JAmIs C. Sprr,

Executive Assistant
to the Commissioners.

[FR Doc.77-32478 Flied 11-7-778:.45 aml

[6325-01 ]
PART 213-EXCEPTE SERVICE
-Federal Home Loan Bank Board

AGENCY: Civil Service Commission.
ACTION: Final rule.
SUMLARY: The position of Secretary
(Steno) to the Speclal Assistant to the
Chairman is excepted from the competi-
tive service under Schedule C because it
Is confidential In nature.
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EFFECTIVE DATE: November 8,1977.

FOR FURTHER INFORMATION CON-
TACT:

William Bohllng, 202-632-4533..

.Accordingly, 5 CFR 213.3354(m) is
added as set out below:

§ 213.3354 Federal Home Loan Bank
Board.

(in) One Secretary (Steno) to the
Special Assistant to the Chairman.
(5 U.S.C. 3301, 3302; EO 10577, 3 CFR 1954-
1958 Comp, p. 2 18.)

UNITED STATES CIVIL SERV-
ICE COMMISSION,

JASES C. SPRY,
Executive Assistant
to the Commissioners.

[IFR Doc.77-32479,Fled 11-7-77;8:45 am]

[6325-01]
PART 213--EXCEPTED SERVICE

Department of the Interior

AGENCY: Civil Service Commission.

ACTION: Final rule.

SUtTM RY: One. additional position of
Special Assistant to the Deputy Director,
National Park Service, is excepted u~ader
Schedule C because it is confidential in
nature.

EFFECTIVE DATE: November 8, 1977.

FOR FURTHER INFORMATION CON-
TACT:

William Bohling, 202-632-4533.

Accordingly, 5 CF 213.3312(h) (7) is
amended as set out below:

§ 213.3312 Department of the Interior.

(h) National Park Service. * *
(7) Two Special Assistants to the Dep-

uty Director.
(5 U.S.C. 3301, 3302; EO 10577, 3 CFR 1954-
1058 Comp., p. 218)

UNITED STATES CIVIL SERV-
ICE CO S SION,

JAMES C. SpRY,
Executive Assistant
to the Commissioners.

[FR Doc.77-32480 Filed 11-7-77; 8:45 am]

E 6325-01]
PART 213-EXCEPTED SERVICE

Depaitment of Transportation

AGENCY: Civil Service Commission.

ACTION: Final rule.

SUMMARY: One position of Special As-
sistant to the Executive Secretary to the
Secretary is excepted under Schedule C
because it is confidential in nature.

RULES AND REGULATIONS

EFFECTIVE DATE: November 8, 1977.
FOR FURTHER INFORMATION CON-
TACT:

William Bohling, 202-632-4533.

Accordingly, 5 CFR 213.3394(a) (38) Is
amended as set out below:
§ 213.3394 Department of Transporta-

tion.

(a) Office of the Secretary. * * *

(38) One Special Assistant and One
Staff Assistant to the Executive Secre-
tary to the Secretary.
(5 U.S.C. 3301, 3302; EO 10577, 3 CFR 1954-
1958 Comp., p. 218)

-UNITED STATES CIVIL SERV-
ICE COMIsXSSION,

JAMES C. SPRY,
Executive Assistant
to the Commissioners.

[FR Doc.77-32481 Filed 11-7-77;8:45 am]

[ 3410-30]
Title 7-Agriculture

CHAPTER Il-FOOD AND NUTRITION
SERVICE, DEPARTMENT OF AGRICUL-
TURE

PART 271-PARTICIPATION OF STATE
AGENCIES AND ELIGIBLE HOUSEHOLDS

Food Stamp Program

MAXIIU MONTHLY ALLOWABLE INCOME
3TANDARDS AND BASIS OF COUPON ISSU-
ANcE: 48 STATES AND DISTRICT OF

COLUMBIA

AGENCY: Food and Nutrition Service,
USDA.

ACTION: Final rule.

SUMMARY: This amendment revises
the nxinum allowable income stand-
ards and basis of coupon issuance for the
48 States and the District of Columbia
appearing in Appendix-A to Part 271
which were effective July 1, 1977. Semi-
annual adjustments;In the coupon allot-
ments, to reflect food price changes pub-
lished by the Bureau of Labor Statistics,
are required by the Food Stamp Act.
These adjustments will continue to pro-
vide households with coupon allotments
sufficient to purchase nutritionally 'ade-
quate diets.

EFFECTIVE DATE: January 1, 1978.

FOR FURTHER INI'ORMATION CON-
TACT:

Edward Speshock, Acting Chief, Pro="
gram Development Branch, Food
Stamp Division, Food and Nutrition
Service, U.S. Department of Agricul-
ture, Washington, D.C. 20250, 202-
'447-8325.

SUPPLEMENTARY INFORMATION:
APPENDx A---48 STATES Am) DisTRIcT or

COLumBIA

[FSP No. 1978-1.1, Amdt. No. 125]
Section 7(a) of the Food Stamp Act, as

amended, requires that the value of the

coupon allotment be adjusted semiannually
by the nearest increment that is a multiple
of two to reflect changes In the prices of
food published by the Bureau of Labor Sta-
tistics. Under this provision, an adjustment
based on the cost of the Thrifty Food Plan In
August 1977 has been made In the coupon
allotment for all except the one-person
household. The cost of food did not Increase
enough for a change in the coupon allotment
for the one-person household, since Section
7(a) specifies that no such adjustment ahall
be made unless the increase in the coupon
allotment is a minimum of $2.00.

Prior to the amendment to the Act requir-
Ing semiannual adjustment of the value of
the coupon allotment, the adjustments were
made at the beginning of each fiscal year:
I.e., in July based on the cost of the food
plan in the preceding December. With the
enactment of the semiannual adjustment,
the law specified that the first adjustment be

"made in January 1974 to reflect changes In
food prices through August 1973. Similar
procedures have been used for subsequent
semiannual adjustments; i.e., the July ad-
justment based on the cost of the food plan
In the preceding February and the January
adjustment based on the cost of the food
plan In the preceding August, as required by
the Act. The income standards and coupon
allotments to become effective on January 1,
1978 are based on the cost of the Thrifty
Food Plan in August 1977,

Households in which all members are in-
cluded In the federally aided public a.slst-
ance grant, general assistance grant, or sup-
plemental security income benefit shall be
determined to be eligible to participate in
the program while receiving such grants
without regard to the Income and resources
of the household members.

The maximum allowable income stand-
ards for determining eligibility of all other
applicant households, including those in
which some members are recipients of fed-
erally aided public assistance, general assist-
ance, or supplemental security income bene-
fit, In any State (other than Alaska, Hawaii,
Puerto Rico, Guam, or the Virgin Mslands) or
in the District of Columbia shall be as fol-
lows:

Maximum allowabld
monthly income

stanciards-43 States and
Household size: District of Cohumbia

1 --------------------------- 1 $202
2 ---------------------------- 1 344
3 ----------------------------- 460
4 -------------------------- 680
5 --------------------------- 007

6 ..................... 0" 27S-------------------------- 83
7 ------------------------- ---- 913
8 ---------------------------- 1,047
Each additional member ------.. +133

11977 USDA Poverty Guideline.

"Income" as the term is used in the notice
Is as defined In paragraph (o) of § 271.3 of
the Food Stamp Program Regulations.

Pursuant to sections 7 (a) and (b), of the
Food Stamp Act, as amended, (7 U.S.O. 2010,
Pub. L. 91-671), the faoe value of the
monthly coupon allotment which State agen-
cies are authorized to issue to any household
certified as eligible to participate In the Pro-
gram and the amount charged for the
monthly coupon allotment in the 48 States
and the District of Columbia shall be:
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Honth7l couxpon allotments and purchase requirenents-43 States and the District of
Oolumbia

For a hou zald of-

SIperson 2 persons 3 persons 4 prsons 5 pcrns & pa.ns 7 peza S pernseM onthly net latct1-
income The monthly coupon allotmet i-

$2 $96 $113 $174 3X V43 274 $314

And the monthly purchase requiremcnt i-

10 to $19. .......99 0 0 0 0 0 0 0
V0to$2.0.. $1 Si 0 0 0 0 0 0=oto s29.99_ __ $1 Sloe o o

4 4 $4 I M 9 3 29 $3
$40 to 49.99-__ 6 7 7 7 8 8 8 8
M to $959._ 8 10 10 10 11 it 12 12= . to S09.99 .... 1o 12 13 13 14 14 IG 1G
70to $9.9 .... 12 15 16 16 17 17 1 111$90 to $39.99_. 14 18 19 19 20 2t 21 23
90 to909 .... 16 21 21 22 23 21 52 02

Slo to $109.99.... 18 23 21 2Z 3 7 M2 n
$110 to$119.99-_ 21 26 27 2 5 31 M2 3
$120 to SL29.99.-- 24 29 20 31 33 at as c3
$130tos139.99_._ 27 52 33 24 CA 37 23 C3
S140 to $149.99-.... _0 35 G 37 L2 40 41 42
$l50toS169.99 .... 33 3 " 0 41 42 43 44 -
Sl70to$18.9 .... 39 44 46 47 43 49 W0 51

l90toS$M09..9.... 40 59 S2 3 M4 L5 E 7
$20lto $22.99 .... 42 56 r3 2t c0 GL 2 C3

t230to$249.99... 42 C-2 G4 0 03 67 C3 (3
$50to$261.99__ 42 3 70 71 2 73 74 73
$270 to $289.99 ----------------- 74 76 77 78 79 Ea s1
$290 to 309.99 .......- . ..-- 76 82 83 84 S E1 ' .7
$30 to $329.99 ....-......--. 76 83 89' 50 91 M2 V3
$30 to$359.9........ 76 94 05 93 97 13 19
$360 to M.99 -..-.----............------- 103 104 105 10,3 107 13
$90 to $49.99 ....------------------------ 112 113 114 115 110 117
$m to $M.99 -- - --------------------- 120 12 12 121 12 ,2
$450 to$479.9 ......... 12- 131 132 133 134 1__
$40to$50.99 -----------------.-------------------- 140 141 142 143 144
$510 to $53999 .................................... 19 190 151 122 123
sm4to59.9 ..........------------------------------ 150 K9 GO 1111 122
570to $599.99 ......................------------- 10 c 10 la 171
m to$29.99 --------. ..-.--- .- ..-.-------------------- .....- 177 178 179 1E$30 to $659.99 ------------------------------------- --- ---- -18 187 1M3 1-9

$660 to M5.99 ........................................... 178 13 197 1 3
$90 to $719.99 ..........................................--------- ----. 5 fi6 x7
$M- to -749.99 -- - .......................... 214 215 216
$750 to $779.99 .................................................... 216 1 25
$780 to M9.99 -------------------- ..........--- ------ -----------...... 216 3 2i3
$810 to 8.99 ..................................................-------- 216 =3 213$W0 to W8f9.99 --. - .------- .-.-.---- .-.-.-- .- . -. -------------.... ------....... .2Z.$870 to $S99.99 ------------------------------------------ -.................................. 3 21
$l0to$5929.99 --.- ........ .. ... ........------------------------------------------ 2
=0to $959.99 ---------------------------------------------- ------------- - -- 7-4

$960 to M99 --.---------------------------- -2------------------------4 ..
$990 to $1019.99 .--.---- --------------------------------------------------- ---------274
$1,020 to ,049.99 --------------------------------------------------------- - -----------274

For,issuance to households of more than
eight persons use the following formula:

A. Value of the Total Allotment. For each
person In excess of eight, add $40 to the
monthly coupon allotment for an eight-
person household.

B. Purchase Requirement. 1. Use the pur-
chase requirement shown for the eight-
person household for households with In-

- comes of $929.99 or less per month.
2. For households with monthly incomes

of $930 or more, use the following formula:
. For each $30 worth of monthly Income (or
portion thereof) over $929.99, add $9 to the
monthly purchase requirement for an eight-
person household with an Income of $929.99.

3. To obtain maximum monthly purchase
requirements for households of more than
eight persons, add $36 for each persdn. over
eight to the maximum purchase requirement
shown for an eight-person household.

The total monthly coupon allotments for
some households are not divisible by four.
This results In total coupon allotments of
uneven dollar amounts for those householdls
which choose to purchase one-fourth or
three-fourths of their coupon allotment. For
such households, the State agency shall
round the face value of one-fourth or three-
fourths of the total coupon allotment up to
the next higher whole dollar amount and
shall not change the purchase requirement
for such allotment.

NoTEs-The Food and Nutrition Service has
determined that this document contains a
major proposal requiring preparation of an

Economic Impact Statement under Executive
Order 11821 and OMB Circular A-107 and
certifies that an Economic Impact Statement
has been prepared.

In view of the need for placing this no-
tice into effect on January 1, 1978, and
the leadtlme needed by State agencies for
implementation, it Is hereby determined
that it Is impracticable and contrary to
the public interest to give notice of pro-
posed rulemaking with respect to this
notice.
(Catalog of Federal Domestic Acsstance Pro-
grams, No. 10.551, Food Stamp3.)

Dated: November 3, 1977.
CAROL Tucxr FortwA,

Assistant Secretary.
[FR Doc.77-32314 Filed 11-7-77;8:45 am]

[3410-30J
PART 271-PARTICIPATION OF STATE

AGENCIES AND ELIGIBLE HOUSEHOLDS
Food Stamp Program

MaxmmuM MourJm' A.LowA Brx Izrcozin
STANDARDs AM BASIS OF CoUoN ISSU-

ANCE: ALAsKA
AGENCY: Food and Nutrition Service,
USDA.

ACTION: Final rule.
SULMARY: This amendment revises
the maximum allowable Income stand-
ards and basis of coupon issuance for
Alaska appearing in Appendix B to Part
271 which were effective July 1, 1977.
Semiannual adjustments In coupon al-
lotments, to reflect food price changes
published by the Bureau of Labor Sta-
tistics, are required by the Food Stamp
Act. Theze adjustments will continue to
provide households with coupon allot-
ments sufficient to purchase nutritionally
adequate diets.
EFFECTIVE DATE: January 1, 1978.

FOR FURTHER INFORMATION CON-
TACT:

Edward Speshock, Acting Chief, Pro-
gram Development Branch, Food
Stamp Division, Food and Nutrition
Service, U.S. Department of Agricul-
ture, Washington, D.C. 20250, 202-447-
8325.

SUPPLENENTARY INFORMATION:
APmx B-AAS&,r-

"iFSP No. 1978-2-1. Amdt. No. 126]
Section 7(a) of the Food Stamp Act, as

amended. requires that the value of the cou-
pon allotment be adjusted semiannually by
the nearest Increment that is a multiple of
two to reflect changes In the prices of food
published by the Bureau of Labor Statistics.
Under this provision, an adjustment based
on the cost of the Thrifty Food Plan in Au-
gust 1977 has been made in the coupon allot-
ment for all households.

Prior to the amendment to the Act re-
quiring tcmlannual adjustment of the value
of the coupon allotment, the adjustments
Vero made at the beginning of each fis-
cal year; Ie., In July based on the cost of the
food plan In the preceding December. With
the enactment of the semiannual adjust-
monts, the law specified that the first ad-
justment be made In January 1974 to reflect
changes In the food prices through August
1973. Similar procedures have been used for
subsequent semiannual adjustments; Le.,
the July adjustment based on the cost of the
food plan In the preceding February and the
January adjustment based on the cost of
the food plan In the preceding August, as
required by the Act. The Income standards
and coupon allotments set forth below are
based on the allotment table adopted for the
continental United States, adjusted for the
cost of food In Alaska In August 1977.

Households In which all members are in-
eluded In the federally aided public asist-
once grant, general a sistance grant, or sup-
plement cecurity Income benefit hall be
determined to be eligible to participate In
the program while receiving such grants
without regard to the income and resources
Of the hourehold members.

The maximum allowable income standards
for determining eligibility of al other ap-
plicant houzeholds, Indluding those in
which rome members are recipients of fed-
erally aided public assistance, general as-
aistance, or supplemental security Income
benefit, In Alaska, shall be as follows:
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Maximum allowable
monthly income

Household size: standards-Alaska
I .--------------------------- $328
2 ........... .................- 447
3 ---------------------------- 633

4.- - ------------.-.----- -.- - 807
6 ------------------------------ 960

6 ------------------------------ 1,147
7 ---.--- ---------------------- 1,273
8 ---------------- ----------- 1,453
Each additional member --------- -180

TMonthh coupon allotments and purchase requirennts-Alaska,

For a household ol-

1 person 2 persons 3 persons 4 persons 5 persons 6 persons 7 persons 8 personsMonthly net
Income The monthly coupon allotment is-

$72 $14 $190 $242 $2M $344 $332 $4M

And the monthly purchase requiremeit Is-

$0 to $19.99 0 0 0 0 0 0 0 0
$20 to629.99...... $1 $1 0 0 0 0 0 0
$3 to$39.99 4 4 $4 $4 --$5 $5 $5 $5
$4o to$ 9.0 9...... 6 7 7 7 8 .. 8 8 8
M to 8 10 10 10 11 11 12 12
$60 to$69.99.... 10 12 13 13 14 14 15 16
$70 to $70.99-..... 12 15 16 16 17 17 18 19
$S0to$S.99..... 14 18 19 19 20 21 21 22
$oo to$99.9 ..... 18 21 21 22 23 24 25 26
$I00 to $109.99- .... 18 23 24 25 26 27 28 29
$110 to il1.99.._. 21 28 27 28 29 31 32 33
$120 to S129,9.._. 24 29 30 31 33 34 35 6
$130 to 8139.99- ..... 27 32 33 34 36 37 38 39
$140to149,09.... 30 35 so 37 39 40 41 42
$150 to $169.99- ... 33 33 40 41 42 43 44 45
$170 to S1900.9--_... 39 44 48 47 48 49 51 51
$100 to 5209 9.._ 45 50 52 53 54 55 56 57
$210 to $229,99-..... -51 56 58 59 60 61 62 63$239 to 2A9..... - -57 62 64 65 66 67 68 69
$250to $209,9... 58 63 70 71 72 73 74 75
$270 to 259.99.... 58 74 76 17 78 70 80 81
$290 to 3999---. -- 58 so 82 83 84 85 86 87
$310 to $329.__ 58 0s 88 89 90 91 92 93
$330 to $359,99 ---------------- 92 94 95 6 97 93 09
$30to 9.99 ---------------- 1 01 103 104 105 106 107 103
$390 tQ,41999 ..- ---........ - 108 122 113 114 115 138 117
$420 to $J49.99 ---------------- 10S 121 122 123 124 125 126
$40 to $47999 . ..------------------------ 130 131 132 133 134 135
$4s to$509.99 139 140 141 142 143 144
$510 to $539.90 --------------------------- 148 149 150 151 152 153
$M- to M919-- -..... .- ...-------------- 157 158 159 160 181 102
$570 to 599.99 ...... . . '168 167 168 169 170 171
$G00 to $529,99 ------------ -------------- 168 176 177 178 179 10
$30 to 50G09.09 .....------------------------- 168 185 185 187 103 189
$GM to 6999 ---.......... --------------------------- 194 195 196 197 193
590 to $719,99....................-------------------..203 204 205 206 207
$720 to $749.99-......---------------------------------- 212 213 214 215 216
$750 to $779.99 ......------------------------------ 214 222 223 224 225
$780 to SS09.99. .............. . .214 231 232 233 234
9;10 to $89.9. ....................09... 240 241 242 243

01to $39.93 ........ - -- - - - ------ 249 250 251 252
$570 to $899.99- ...... 256 259 260 261

000 t 9. ................. ..............- - 256 208 239 270
P30 to 9.9 -. .-------....-..---........ 256 277 278 279
$90 to M9. ------------------------- 9--------------......... 256 26 287 233
990 to $1019.09 ...----- - ---.- ..................------------------ 295 205 297....... 04 305 1o03

$1,020 to 10999 --------------.------ - ----......-..-- .....--... 10 4 3
$100 109.09 -- ------------------------ --- ----- 30 314 312
$I,00 to $i,139.99 .........-..............------------------- 303 32 33
$1 ,110 $1139.99-------- -----------------------------

1,140 1,169.99 -------------------............----------.. ... ....---------- -303 341 342
1,20 to 1,229.99 ......------------------------------------------ 342 35

$1,20051,22M.9--------------------------------------------------- ------ 34250$1,230 to $1,2Z9.99------------------------------------ --------- --.... - 342 37
$1,269 10 5,31.99 ---------------------- . . . ... .--------------- M 337
$1,320 to $1,349.99 ......... ---.-.----- ..................----------------------------------- 392

1,3W50 to 1,379.99.. ..----------- -.-------------------------------------.. --- -..................... 392
$1,3.00 to $1,409.99 ...................................................... ----------- -------.------ .292
$1,410 to $1,439.99 .. ------------------------------------------ -- --- ---- ------
$1,440 to 1,469.09 9 . - ----------------- -------------------------------- --- "--

For issuance to households of more than
eight persons use the following formula:

A. Value of the Total Allotment. For each
person in excess of eight, add $54 to the
monthly coupon allotment for an elghtA
person household.

B. Purchase Requirement. 1. Use the pr-
chase requirement shown for the eight-per-
eon household for households with incomes
of $1,319.90 or less per month.

2. For households with monthly incomes
of $1,320 or more, use the following formula:

For each $30 worth of monthly income (or
portion thereof) over $1,319.99, add $9 to the
monthly purchase requirement shown for
the eight-person household with an income
of $1,319.99.

3. To obtain maximum monthly purchase
requirements for households of more than
eight persons, add $50 for each person over

% 1977 USDA Poverty Guideline.

"Income" as the term Is used in the notice
is as defined in paragraph (c) of § 271.3 of
the Food Stamp Program Regulations.

Pursuant to sections 7 (a) and (b) of the
Food Stamp Act, as amended (7 U.S.C. 2016,
Public Law 91-671), the face value of the
monthly coupon allotment which the State
agency Is authorized to Issue to any house-
hold certified as eligible to participate in the
Program and the amount charged for the
monthly coupon allotment in Alaska shall
be as follows:
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eight to the maximum purohase require-
ment shown for an eight-person household,

The total monthly coupon allotments for
some households are not divisible by four.
This results in total coupon allotments of
uneven dollar amounts for those households
which choose to purchaso one-fourth or
three-fourths of their coupon allotment. For
such households, the State agency shall
round the face value of one-fourth or three-
fourths of the total coupon allotment up to
the next higher whole dollar amount and
shall not change the purchase requirement
for such allotment.

Nov.-The Food and Nutrition Sorvlce hao
determined that this document does not
contain a major proposal requiring prepara-
tion of an Economic Impact Statement under
Executive Order 11821 and OMB Circular A-
107.

In view of the need for placing this
notice into effect on January 1, 1978, and
the leadtme needed by the State agency
for implementation, it Is hereby deter-
mined that it is impracticable and con-
trary to the public Interest to givo notice
of proposed rulemaking with respect to
this notice.
(Catalog of Federal Domestic Asslstanco Pro-
grams, No. 10.551, Food Stamps)

Dated: November 3, 1977.
CAROL TucxS FonMxw,

Assistant Secretary,
IFR Doc.77-32309 Filed 11-7-77;0:45 tan]

[3410-30]
PART 271-PARTICIPATION OF STATE
AGENCIES AND ELIGIBLE HOUSEHOLDS

Food Stamp Program
AlXThmua MONTuLY ALLOWABLE INCOMC

STANDARDS AIND BASIS or Co*muo Issu-

ANCE: HAwAI
AGENCY: Food and Nutrition Service,
USDA.
ACTION: Final rule.
SUMUARY: .This amendment revises
the maximum allowable incomo stand-
ards and basis of coupon Issuanceo for
Hawaii appearing in Appendix C to Part
271 which were effective July 1, 1977.
Semiannual adjustments in coupon allot-
ments, to reflect food price changes pub-,
lished by the Bureau of Labor Statistics,
are required by the Food Stamp Act.
These adjustments will continue to pro-
vide households with coupon allotments
sufficient to purchase nutritionally ade-
quate diets.
EFTECTIVE'DATE: January 1, 1978.
FOR FURTHEE nINORDA.TIOIN CON-
TACT:

Edward Speshock, Acting Chief, Pro-"
gram Development Branch, Food
Stamp Division, Food and Nutrition
Service, U.S. Department of Agricul-
ture, Washington, D.C. 20250, 202-
447-8325.



RULES AND REGULATIONS

SUPPLEMNARY INFORAATION:
APPMM=I C-HWAIC

IFSP No. 1978-3.1, Amdt. No. 1261
Section 7(a) of the Food Stamp Act, as

amended, requires that the value of the cou-
pon allotment be adjusted semiannually by
the nearest increment that Is a multiple of
two to reflect changes in the prices of food
published by the Bureau of Labor Statistics.
Under this provision, an adjustment based
on the cost of the Thrifty Food Plan in
August 1977 has been made In the coupon
allotment for all households.

Prior to the amendment to the Act requir-
ing semiannual adjustment of the value of
the coupon allotment, the adjustments were
made at the beginning-of each fiscal year,
Le., In July based on the cost of the food plan
In the preceding December. With the enact-
ment of the semiannual adjustments, the
law specified that the first adjustment be
made in January 1974 to reflect changes in
the food prices through August 1973. Simi-
lar procedures have been used for subsequent
semiannual adjustments; I.e., the July ad-
justment based on the cost of the food plan
in the preceding February and January ad-
justment based on the cost of food plan In
the preceding August, as required by the Act.
The income standards and coupon allotments
set forth below are based on the allotment
table adopted for the continental United
States, adjusted for the cost of food In
Hawaii n August 1977.

Households in which all members are in-
-cluded in the federally aided public assist-
ance grant, general assistance grant or sup-
plemental security income benefit shall be
determined to be eligible to particlpate in
the program while receiving such grants
without regard to the income and resources
of the household members.

The maximum allowable income standards
for determining eligibility of all other ap-
plicant households, including those in which
some members are recipients of federally
aided public assistance, general assistance,
or supplemental security income benefit, In
Hawaii, shall be as follows:

Maximum allowable
lmontthly income

Household size: standards-Hawaii
1 ----------------------- --- 1$28
2 ----------- 427
3 ----------------------------- 607
4 -- ----------------------- 773
5 ---------- 920
6 ----------- 1,0
7 ------------------ 1,220
8 --------------------------- 1,393
Bach additional member ------- -+173

11976 USDA Poverty Guideline.
"Income" as the term is used in the notice

is as defined In paragraph (c) of § 271.3 of
the Food Stamp Program Regulations.

P urstuant to section 7 (a) and (b) of the
Food Stamp Act, as amended. (7 U.S.C. 2016,
Pub.' L. 91-671), the face value of the
monthly coupon allotment which the State
agency is authorized to issue to any house-
hold certified as eligible to participate In the
Program and the amount charged for the
monthly coupon allotment In Hawaii shall he
as follows:

Monthly coupon allotments and purchase requiremcnt--Hawaii

For a hc:eo!d c$-

Monhl nt 1 puma 2 pczma 3 pesons 4 pezcn 5 pesc 6 pezmca 7 peis Z puwonsMonthly net
lucerne 'The mathly cenica U=mnt -

$70 s12 $152 S=3 =27 =30 sm6 $S1

Anfd the =ntlhly parcha.a requirem.nt 13--

0to $19.99 ....... 0 0 0 0 0 0 0 0
M to512.0..... $1 U1 0 0 0 0 0 0R30 to$39.9 4 4 St $1 $ $3 $5 431

$40 to .99 ..------ 6 7 7 7 8 8 8 8
M0 to $9.099..... 8 10 10 10 21 11 12 12
8&to O9.99 ..... 10 12 13 13 14 14 15 16
ST0 to 9.09 ..-.------ 12 15 1a 10 17 17 1s 19
SSto M.m. ..- 14 18 19 19 20 21 21 22
20(t $9. ...... 10 21 21 23 23 24 25 25
$100 to SI.09-.. 18 23 21 23 25 27 28 29
SilO to $119.99 ..... 21 28 -7 23 29 31 32 33
12003o129.-99 ..... 21 29 Z3 31 33 34 35 35

S10lo$130 .Gs . .. :.. 27 32 33 34 3a 37 33 31
S140 to 149.09 ..... 28 35 Za 37 Z9 40 41 42
$150 to SIC9. 99 ..... 33 3 40 41 42 43 44 45
$170to$S9.99 M 44 48 47 43 43 so 51
$10 to S-09. 99 -- 45 to 52 W3 U4 CS E 57
2i0 to SM.9 ..... 1 2Co E3 9 CO 61 62 63
20 to S249.99 ---- (2 W 0 C5 CIO 67 68 aR

.0 to 9. 9 ..... 510 C3 70 71 72 73 74 75
S70 to S.99 .. 74 70 77 A3 79 s0 81
5290 to S30. 00 ----------------- E3 E2 E3 81 85 86 87
$30 to S= 9P ................ a E3 F3 0 91 G2 93
330 to 359.93 ...............-. 2 I 3 97 S8 99
= to I3.99 ----------------- 100 103 184 133 ice 107 158

=90t 419 .... 100 112 113 14 115 11 117
$420 to 44. 93..-.... . 100 121 1 123 124 125 125

M0 to 479.9 ----------... 1.. 131 132 133 134 13
4S0 to $09.9 .......- - -1-- 140 141 142 143 144
10 to I --9.-9 -. 13 149 10 11 IZZ 1W

$540 to 15M.9 17 1-- 12- 1-0 161 126
570 to S9. 93 ....... IO 167 1(3 169 170 1M1

10to )ce 17 177 178 179 1
I3m to$9918 18 17 1811
$M o 3999.......-..194 195 16 1N 1
$ to $71009- .... 213 2W 2"5 2Y 27
$20to$749.09- - - _ _ M. 214 225 216

750 to-99 _ _____ - 2H 222 223 224 225
M31 to M 234

10 to $39.09.... 243 211 242 29
$S0 toS ,99 244 20 21 2
S70 to 1.09 ....... 244 209 250 21
M30 to 09 ....... 244 2C3 259 2,0$0to Mm.9 ........... 277 278 7
X330 to "w3.. -- -- ----- -- 2M 2S7 288

<!M to $1,019M 2.. 2% 277
$I,0 to I01.09-.. 2 2 227
$1,10 to $I,079.99 ....- 9 314 31-
S1,0S0 to $1.109.09 ...... --- 30 5
$1,110toSl1 ---9-- --.-

$1,2W to 34,=.7).9 ..... - - ---
S1,140 to$S!,!309 ..... 326 342%
$1.20 to $1,229.09-.... 6

$1,289 to $1,I.919 ...-.. -.- -3

$1,320 to $i, 9.9- ........-.. 37--4
S1-3 to 374
$1,30 to $1,097.4............ -74

For Issuance to households of more than
eight persons use the following formula:

A. Value of the Total AUotmCnt. For each
person In excess of elght, add $52 to the
monthly coupon allotment for an eight-per-
son household.

B. Purchase Requirement 1. Uo the pur-
chase requirement shown for the eight-per-
son household for households with incomes
of $1,259.99 or less per month.

2. For households with monthly incomes
of 81,2G0 or more, use the following formula:

For each $30 worth of monthly Income (or
portion thereof) over $1,289.99, add $9 to
the monthly purchase requirement ahown
for the eight-person household with an In-
come of $1,259.99.

3. To obtain maximum monthly purchase
requirements for households of more than
eight persons, add $48 for each person over
eight to the maximum purchase requirement
shown for an elght-person household.

The total monthly coupon allotments for
some households are not divisible by four.
This results in total coupon allotments or
uneven dollar amounts for those households
which choose to purchase one-fourth or
three-fourths of their coupon alotment pok
such households, the State agency xha.
round the face value of one-fourth or three-
fourths of the total coupon allotment up
to the next higher whole dollar amount and
shall not change the purchase requireme=
for such allotment.
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NoTE.-Tho Food and Nutrition Service has
determined that this document does not
contain a major proposal requiring prepara-
tion of an Economic Impact Statement un-
der Executive Order 11821 and OB Circular
A-107.

In view of the need for placing this
notice Into effect on January 1, 1978, and
the leadtine needed by the State agency
for Implementation, it Is hereby deter-
mined that it Is impracticable aid con-
trary to the public interest to give notice
of proposed rulemaking with respect to
this notice.
(Catalog of Federal Domestic Assistance
Programs, No. 10.551, Food Stamps.)

Dated: November 3, 1977.
CAROL TUCKER FOREMN

Assistant Secretary.
[FR Doc./7-32310 Filed 11-7-77;6:45 am]

[3410-30]
PART 271-PARTICIPATION OF STATE

AGENCIES AND EGGIBLE HOUSEHOLDS

Food Stamp Program

hLfnx uL% WOrn;LY ALLOWABLE INcoI
STANDARDS AND BAsIs OF COUPON Issu-
ANCE: PUERTO RICO

AGENCY: Food and Nutrition Service.
ACTION: Final rule.
SUMDSARY: This amendment revises
the maximum allowable income stand-
ards and basis of coupon Issuance for
Puerto Rico appearing In Appendix D
to Part 271 which were effective July 1,
1977. Semiannual adjustments in cou-
pon allotments, to reflect food price
changes published by the Bureau of
Labor Statistics, are required by the Food

Stamp Act. These adjustments will con-
tinue to provide households with coupon
allotments sufficient to purchase nutri-
tionally adequate diets.
EFFECTIVE DATE: January 1, 1978.

FOR FURTHER INFORMATION CON-
TACT:

Edward Speshoik, Acting Chief, Pro-
gram Development Branch, Food
Stamp Division, Food and Nutrition
Service. U.S. Department of Agricul-
ture, Washington, D.C. 20250, 202-447-
8325.

SUPPLEMENTARY INFORMATION:

APr-D1X D--PETO Rio

[PSP No. 197-4.1, Amdt. No. 1261

Section 5(b) of the Food Stamp Act re-
quires the establishment of special stand-
ards of eligibility and coupon allotment
schedules, not to exceed those in the fifty
States, which reflect the average -per capita
income and cost of obtaining a nutrition-
ally adequate diet in Puerto Rico.

Section 7(a) of the Food Stamp Act, as
Amended, requires that the value of the cou-
pon allotment be adjusted semiannually by
the nearest increment that is a multiple of
two to reflect changes in the prices of food
published by the Bureau of Labor Statistics.
Under this provision, an adjustment based

RULES AND REGULATIONS

on the cost of the Thrifty Food Plan In Au-
gust 1977 has been made n the coupon allot-
ment for all households.

Prior to the amendment to the Act re-
quiring semiannual adjustment of the value
of the coupon allotment, the adjustments
were made at the beginning of each fiscal
year; ie., n July based on the cost of the
economy food plan In the preceding Decem-
ber. With the enactment of the semiannual
adjustment, the law specified that the first
adjustment be made In January 1974 to
reflect changes In the food prices through
August 1973. Similar procedures have been
used for subsequent semiannual adjust-
ments; Le, the July adjustment based on the
cost of the food plan in the preceding Febru-
ary and the January adjustment based on
the cost of the food plan in the preceding
August, as required by the Act. The income
standards and coupon allotments set forth
below are based on the allotment table
adopted for the continental United States,
adjusted for the cost of food in Puerto Rico
In August 1977.

Households in which all members are in-
cluded in the federally aided public assist-
ance or general assistance grant shall be
determined to be eligible to participate In
the program while receiving such grants
without regard to the income and resources
of the household members.

The maximum allowable income stand-
ards for determining eligibility of all other
applicant households, including thoo in
which some members are recipients of feder-
ally aided public assistance or general ssalot-
ance, in Puerto Rico, shall be as follows:

3fr4 mum alloweable
monthl income

standards-
Household size: Puerto icO

1 ----------- - ----- 10202
2 ---------------------------- 1 3446

---- -------------- - - 467
4------------- .---.....----- 593
------5 ---------------- 707

6 -------------...---.... .-- - &17
S----------------------------- 033
8 -------------....... ...----- 1, 067
Each additional member -------- +133

11977 USDA Poverty Guidollne.

"Income" as the term is used In the notice
is as defined in paragraph (o) of § 211.3 of
the Food Stamp Program Regulations.

Pursuant to sections 7 (a)' and (b) of tho
Food Stamp Act, as amended (7 U.S.0. 2010,
Pub. L. 91-671), the face value of the month-
ly coupon allotment which the State agency
Is authorized to Issue to any household cor-
tified as eligible to participate in the Pro-
gram and the amounts charged for the
monthly coupon allotment in Puerto Rico
shall be as follows:

-Monthly coupon allotments and purckase requiremntfs-Pucrio Rim

For a houehold of-

1oe Ipe n 2 pr ons 3 prsons 4 persons 5 persons 0 p0sons 7 persons 8 personaMotnthily net
incomo The monthly coupon allotment Is-

$$140 $178 $212 $2M4 2 $20

And tho monthly purchaso reuiroment I,--

to 0 0 0 0 0 0 0 0
$20 to $29.99 -.... $1 S 0 0 0 0 0 0
$30 to $9.9.... 4 4 $4 $i $5 $5 $0, $5
UO to $49.99_.. 6 7 7 7 8 8 3 a
$50 to $59,99---.. 8 10 10 10 11 it 12 1
$60 to $69.99 .... 10 12 .13 13 14 14 15 10
$70 to $79.09..... 12 15 16 -IS 17 17 18 19
$W to$-9.9.... 14 is 19 19 20 21 21 22
€9 to $299...... 18 21 21 -23 23 24 25 2

$100to$109.990t .. _. 18 23 24 25 20 27 28 29
$110 to $I1.99. _ 21 26 27 23 29 a1 82 33
$120 to$129.99 ... 24- 29 3o 31 33 34 ai 30
$130 to $.29.99... 27 32 33 34 6 37 33 39
$140 to $L49.99... .-30 35 W 37 39 40 41 43
$150 to$169.99 .... 33 38 40 41 42 43 41 45
$l70to$l9.99-... 39 44 46 47 48 49 t0 51
$19oto=$209.99-... 44 50 52 53 54 55 30 137
$210to$229.99_.... 44 56 58 59 60 61 3 03
$230to$24WM__.... 44 62 0U US~ Ci 1? 63 69
$250to$269.99_.__ 44 68 70 71 72 7 74 75
$270 to$29.9 ......... 74 76 77 78 79 80 81
$290 to $309.09. T8 82 83 84 85 66 87
31to 99.. ------ 78 88 89 90 91 93 93

$== to $=59.99. 78 94 95 06 97 03 09
$350 to 39.99.. 103 104 105 106 107 108
$0 to $4 9.. 112 113 114 115 116 117
$M121 122 123 124 125 120
$MS to $4i9.n... 12 131 132 133 134 1 e
$s80to$509.9. .. 140 141 142 143 14
$510.to . ............ . 149 150 161 12 113
540 to$569 ---- -- ----- 154 159 1130 1131 113

$570to $M9.99 ---- ------ ~ 1M 1133 1133 170 171
$600 to $ 290...-.... .------ 177 178 179 189
$830 to $159.9 ....... 184 1ST !0 19
$0 to $68.9_- - - 184 196 11 ) 1D
$ 90to $719.99 ..... 184 200 201
$720 to $749.99 .... ... 214 215 210
$750 to $.99 - . . . ---------- 222 224 2
$7805 t .99 22 233 23
$s01 to $-39.99 ..... ... .- - ...................--- -- .... - -243 23
1840 to $W9.99 --------......-- - --------------------...........----..---- - 244 253$87 to SM .QD -.--.-----.-.- .---- ---------- --.-. --.-. -. -....--.-..- . ..-.-.-- .-- .- . 2114 ? 1

$MO0 to $ -29.9 .... ........................... . .... . ..................... - M 270
$930 to $959.99 .... -----------.. . .. .. .... . . . . 244 279
$W0to $9S9.59--------------------------------------- ----- --- - ---- 2W0
$M to $1,019.09 --............---------- -------- -------. . 210
$1,020 t&$1,049.99- ------------------------------------------------------------------- 20
$1,050 to $1,079.99 -------------------------------------------------------------- ---------------- 260
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For Issuance to households of mor -than
eight persons use the following formula:

A- Value oJ the Total Allotment. For each
person In excess of eight, add $40 to tho
monthly coupon allotment for an elght-
-person household.

B. Purchase Requirement. I. U o the pur-
chase requirement shown for the eight-
,person household for households with In-
comes of $959.9 or les per month.

2. FOr households with monthly 4Inom=
of -$960 or more, use the following formula:

For each $30 worth of monthly income (or
portion thereof) over $959.9, add E9 to -the
monthly purchase requirement for an eight-
!person household with an income of P959.09.

3. To obtain maximum monthly purchse
zequirements for households of more than
eight persons. add $36 for each perzon over
eight to the maximum purchase requirement
shown for an elght-person household.

The total monthly coupon allotments for
some households are not divisiblo by four.
This results In total coupon allotments of
uneven dollar amounts for those households
which choose to purchase one-fourth or
three-fourths of their-coupon allotment. For
such households, the State agency shall
round the face value of one-fourth or three-
1ourths of the total coupon allotment up to
-the next higher whole dollar amount and
shall not -chnge the purchase requirement
for such 'allotment.

7oT.-'The Food and Nutrition Service has
determined that this document does not
contain a major proposal requiring prepara-
ion of anEconomic"Impact Statement under
Executive Order 11821 and O31B .Circular
A-107.

In view of the need for placing this
notice into effect on January 1, 1978, and
the leadtime needed by the State agency
for implementation, it is hereby deter-
mined that it is impracticable and con-
trary to the public interest to give notice
of proposed 3lemaking with respect to
this .notice.
(Catalog of Federal Domestic Assistance Pro-
grams, No. 10.851, Food Stamps.)

D3ted: November 3, 1977.

CAROL Tucirm FoaEMAN,
Assistant Secretary.

[FR loc.77-32311-Fllea 11-7-77; 8:45 am]

[3410-30]
,PART 271-'PARTCIPATION OF STATE

AGENCIES AND 'EIGIBLE HOUSEHOLDS

.Food Stamp Program
MAlxoIx MONTBLT ALLOWABLE I COME

STANDARDS AND BAsIS OF tCOUPON ISSU-
.ANer: VRG I Iswr1s

AGENCY: Food and Nutrition Service.

ACTION: Final-rule.

BUMMARY: This amendment revises
the maximum allowable Income stand-

- ards andbasis of coupon lssuancefor the
Virgin Islands appearing In Appendlx Z
to Part 271 which were effective July 1,
1977. Semiannual adjustments in coupon
allotments, to reflect food price changes
publishedby the Bureau of Labor Statis-
-tics, are required by the Food Stamp Act.
These adjustments will continue to pro-
vide households with coupon allotments
.sufficient to ,purchase nutritionally ade-
quateidiets.

EFFECTIVEDATE: January 1.1978.

FOR FURTHER INFORMATION CON-
TACT:

Edward Spe.hoch. Acting Chief. Pro-
gram Development Branch, Food
-Stamp Division, Food and Nutrition
Service. U.S. Department of Agricul-
ture, Washing.ton, D.C. 20250, 202-
447-8325.

SUPJPLEMMNTARY1NF OR2fON:

[rSPrIo. 198-51. Arndt..uc,. 12rJ
Section 5(b) of the Food Stamp Act re-

quires the estabilshment of special stand-
ards of eligibility and coupon allotment
schedules, not to exceed those in the fifty
States. which reflect the average per caplta
income and cost of obtaining a nutritionalug
adequate diet n the Virgin TRIands.

Section 7(a) of the Food Stamp Act, as
amended requires that the value of the
coupon allotment be adjusted semiannually
by the nearest Increment that Is a multiple
of two to reflect changes in the prices of food
published by the Bureau of Labor Statistics.
Under this provision, an adjustment based
on the co-t of the Thrifty Food Plan in
August 1977 has been made in the coupon
allotment for all households.

Prior to the amendment to the Act re-
qutring wrmiannual adjustment of the value
of the coupon allotment, the adjustments
were made at the beginning of each fIcal
year. 1-.. In July based on the cost of the
food plan in the preceding December. WIth
the enactment of the semiannual adjust-
ment the law specified that the first adjust-
ment bo made in January 1974 to reflec
chanfes In food prices through August.1973.
Simila procedures have been used for sub-
sequent sem annual adjustments; i.e. the
July adjustment based on the cost of the
food plan In the preceding F-obruary and the
January allotment basad on the cost of the
food plan In the preceding August, as re-
quired by the Act. The Income atandards and
coupon allotments set forth below are based
on the allotment table adopted for thi -con-
tinental United States adjusted for the cost
of food In the VirZin Iclands In August 1977.

Households In which . members are ln-
eluded -in the federally aided public as.L.t-
aric grant or general n-aistance grant shall
'be determined to be eligible to particlpate,
in ,the ,program while receiving such Crants
without regard to the income and zesourcs
-of the household membem.

The maXimum allowable income standards
for determining ellglblllty o all otherappU-
cant households, Including th i n which
some members -re recipients of federally
'aided public Assistance or general ezsl-tance,
In the Vi1in T-lands, chall be as ollo-:

Maximum azzowabre
v.onthly Income

standard.:-
Hourehold d"'e: VLrgin Islands

2 420
- coo

O .1, 080
7 -1,200

Each- -additional member ..... +173
L 1977 USDA Poverty Guldeline.

'*Trlcome" as theterm Is used inthe notice
is as defined In paragraph (o) of 5 =73 of
the Food Stamp Pro-ram re.-ulatlos.
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Pursuant to sections 7 (a) and (b) of the fled as eligible to participate in the P!ogramn
Food Stamp Act, as amended (7 U.S.C. 2016, and the amount charged for the monthly
Pub. L. 91-671), the face value of the monthly
coupon allotment which the State agency is coupon allotment in the Virgin Islands shall

authorized to Issue to any household certi- be as follows:

Monthly coupon allotments and purchase requirements-Virgin Islands

For a household of-

I person 2 persons 3 persons 4 persons 5 persons 6 persons 7 persons 8 persons

Monthly The monthly coupon allotment Is-
not income

68 $126 $180 $228 $270 $24 $360 $410

And the monthly purchase requirement is--

$0 to $19.99 --------- 0 0 0 0 0 0 0 0
$20 to $29.99 ....... $1 $1 0 0 0 0 0 0
$30 to $39.99 ..... 4 4 $4 $4 $5 $5 $5 $5
$40 to 649.99_____. a 7 7 7 8 8 8 8
$0 to $59.99 ...... 8 10 10 10 11 11 12 12
$60 to 9.99 ....... 10 12 13 13 14 14 15 16
$70 to$,9.99...... 12 15 16 16 17 17 18 19
$80 to$S9.99...... 14 18 19 . 19 20 21 21 22
,90 to $99.99 -------- 16 21 21 -22 23 24 25 26
$00 to $109.99 ..... 18 23 -24 25 26 27 28 29
$110 to$11.99..... 21 26 27 28 29 31 32 33
$120 to$129.99.... 24 29 30 31 33 34 35 36
$130 to$19.99..... 27 32 33 34 36 37 38 39
$140 to $149.99 ------ 30 35 36 37 39 40 41 42
$150 to$169.99..... 33 38 . 40 41 42 43 44 45
3170 to $189.99 ------ 39 44 -46 47 48 49 50 51
$190 to $209.99.... 45 50 52 53 54 , 55 50 57
$210 to =229.99.--... 51 56 58 59 60 61 62 63
$230 to $249.99----- 54 62 64 65 66 67 68 69
'250 to $269.99-..... 54 68 70 71 72 73 74 75
$270 to $289.99 ------------------ 74 76 r7 78 79 t0 81
$290 to $309.99 ------------------ 80 82 83 84 85 86 87
$310 to $329.99 ------------------ 86 88 89 90 91 92 93
330 to $359.99_- ----------- 92 94 95 96 97 98 99
$360 to $389.99 ---------------- 100 103 104 105 103 107 108
$390 to $419.99 ----------------- 100 112 113 114 115 116 117
$420 to $449.99-- ------------- 100 121 122 123 124 125 126
$450 to $479.99 --------------------------- 130 131 132 133 134 135
$40 to $50.99 --------------------------- 139 . 140 141 142 143 144
.110 to $5-0-9 . .------------------------ 148 149 150 151 152 153
S40 to $569.99 ---------------------------- 157 168 159 160 161 162
$570 to $599.99 ---------------------------- 158 167. 168 169 170 171
$ to $ 29.99 --------------------------- 158 176 177 178 179 180
Iw50 to $659.99 ---------------------------------------- 185 186 187 188 189

to $W89.99 ---------------------------------------- 194 195 196 197 198to $719.09 ----------------------------------------- 200 204 205 206 207$720 to $749.99 ----------------------------------------- 200 213 214 215 216
$750 to $749.99 ........ ....------------------------- - 200 222 223 224
$780 to $09.99 --------------------------------------- 23 3 24$780 to $809.9 ------------------------------------- --------- 20 212 233 234$81 t $3999.................................... 218 241 " 242 243
$S40 to $869.99 ---------------------------------------------------- 238 250 251 252
$870 to $59.99 ----------------------------------------------------- 238 259 -2 261
$900 to $929.99 ----------------------------------------------------- 238 219 269 270

$900 to $929.99 ------------------------------------------------- 263 279 270$930 to $959.99 -------------------------------------------..................... . 277 278 279
5960 to $989.99 --------...............------------------------ -.--------- 28 2N 297
,2990 to ---019.- ...........---------------------------------- - - 2$I,020 to $I,(49.99 .............................. . 28 0 300

$1,050 to $1,079.99 -------------------------------------------------------------- 288 314 315
$1,080 to $1,109.99 -------------------------------------------------------------- 288 320 324
$1,110 to $1,139.99 ------------------------------------------------------- -.........------- 320 333
$1,140 to $1,169.99 -------------------------------------------------------------------------- 320 342
$1,170 to $1,199.99 -------------------------------------------------- 320 3.51
$1,200 to 51,229.99 -------------------------------------------------- 320 360
$1,230 to $1,259.99 ------------------------------------------------------------------------------------- 366
$1,260 to $1,289.99 --------------------------------------- ------------ Bee
81,290 to $1,319.99 --------------------------------------------------------- -- 366
$1,320 to 1,349.99 -----------------.-.-.-.------------------......... ------------------------------- 3 •
$1,350 to $1,379.99 --------.. ... .. ... .. ... ..------------------------------------------------------------- 366

rissuan o+r, hnuehnlds of more than This results in total counon allotments of

eight persons use the following formula:
A. Value of the Total Allotment. For each

person in excess of eight, add $52 to the
monthly coupon allotment for an eight-
person household.

B. Purchase Requirement. 1. Use the pur-
chase requirement shown for the eight-per-
son household for households with incomes
of $1,229.99 or less per month.

2. For households with monthly incomes
of $1,230 or more, use the following formula:

For each $30 worth of monthly income (or
portion thereof) over $1,229.99, add $9 to
the monthly purchase requirement shown
for the eight-person household with an in-
come of $1,229.99.

3. To obtain maximum monthly purchase
requirements for households of more than
eight persons, add $48 for each person over
eight to the maximum purchase requirement
shown for an eight-person household.

The total monthly coupon allotments for
some households are not divisible by four.

uneven dollar amounts for those households
which 'choose to purchase one-fourth or
three-fourths of their coupon allotment. For
such households, the State agency shall
round the face value of one-fourth or three-
fourths of the total coupon allotment up
to the next higher whole dollar amount and
shall not change the purchase requirement
for such allotment.

NoTE-The Food and Nutrition Service
has determined that this document does not
contaA a major proposal requiring prepara-
tion of an Economic Impact Statement un-
der Executive Order 11821 and OMB CIr-
cular A-107.

In view of the need for placing this
notice into effect January 1, 1978, and

the leadtime needed by the State agency

for implementation, it N hereby deter-
mined that it is impracticable and con-

trary to the public Interest to give notice

of proposed rulemaking with respect to
this notice.
(Catalog of Federal Domestic Asslstance, No,
10.551, Food Stamps)

Dated: November 3, 1977.
CAROL TUCKER FOREMAN,

Assistant Secretar/.
IPR Doc.77-32312 Piled 11-7-77;8:45 am)

[3410-30 ]
PART 271-PARTICIPATION OF STATE

AGENCIES AND ELIGIBLE HOUSEHOLDS
Food Stamp Program

MALUxm MONTHLY ALLONVAILE INCOME
STANDARDS AND BASIS Or COUPON ISSU-
ANCE: GuAM

AGENCY: Food and Nutrition Service.

ACTION: inal rule.
SUMMARY: I This amendment revise
the maximum allowable income stand-
ards and basis of coupon issuance for
Guam appearing in Appendix F to Part
271 which were effective July 1, 1977.
Semiannual adjustments In coupon al-
lotments, to reflect food price changes
published by the Bureau of Labor Sta-
tistics, are required by the Food Stamp
Act. These adjustments will continue to
provide households with coupon allot-
ments sufficient to purchase nutrition-
ally adequate diets.
EFFECTIVE DATE: January 1, 1978,
FOR FURTHER INFORMATION CON-
TACT:

Edward Speshock, Acting Chief, Pro-
gram Development Branch, Food
Stamp Division, Food and Nutrition
Service, U.S. Department of Agrioul-
ture, Washington, D.C. 20250, 202-447-
8325.

SUPPLEMENTARY INFORMATION:
APPEmi X F -GUAI1

IFSP No. 1978-6.1, Amdt. No. 12G]

Section 5(b) of the Food Stamp Act re-
quires the establishment of special standards
of eligibility and coupon allotment sohod-
"ales, not to exceed those In the fifty States
which reflect the average per capita Income
and cost of obtaining a nutritionally ado-
quate diet in Guam,

Section 7(a) of the Food Stamp Act, a
amended, requires that the value of the cou-
pon allotment be adjusted somiannually by
the nearest increment that is a multiple of
two to reflect changes In the prices of food
published by the Bureau of Labor Statistis
Under this provision, an adjubtmont b ed
on the cost of the Thrifty Food Pan in AU-
gust 1977 has been made In the coupon allot-
ment for all households.

Prior to the amendment to the Act requir-
Ing semiannual adjustment of the value of
the coupon allotment, the adjustments vwore
made at the beginning of each fiscal year;
i.e., in July based on the cost of the f6od
plan in the preceding December. With the en-
actment of the semiannual adjustment, the
law specified that the first adjustment be
made in January 1974 to reflect changes In
food prices through August 1973. Similar pro-
cedures have been used for subsequent seml-
annual adjustments; i.e. the July adjust-
ment based on the cost of tho food plan In
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the preceding February and the July adjust-
ment based on the cost of the food plan In
the preceding August, as required by the
Act. Bsed on prices provided for Guam, the
Agricultural Research Service estimated that
the allotment table adopted for the conti-
nental United States, adjusted for the coat
of food In Guam would be higher than in the
fifty States. Thus, the Income standards (ex-
cept for the one-person household which Is
the same as Hawaii) and the coupon allot-
ments set forth for Guam are the zame as
those which Will become effective In Alaska
on January 1, 1978.

Households In which all me ers are In-
cluded In the federally-ided public as-slst-
ance grant or general assistance grant shall
be determined to be eligible to participate in
the program while receiving such grants
without regard to the Income and resources
of the household members.

The msimum alowable Income standards
for determining eligibility of all other ap-
pllcant households. Including thoe In which
some members are recipients of federally
aided public assistane, general assistance, or
supplemental security income beneflto in
Guam sh al be as follows:

Household size:

Maximum a k,ab~e
rtan.thl ,income

-tncrzt

3.32 4417
3 423

5 - -- --- K9
6 1,147A
7 ... ------------ - 1,273
8 1,4Z3
Each additional membr ..... +189

11977 USDA Poverty Guideline.

2ncomo" as tho term Is use:l In tho noUc3
Is as dellned In paragraph (c) of 5 121. of
the Food stamp Pro.ron egulatLona.

Pursuant to sections 7 (a) and (b) of the
Food Stamp Act. as amended (7 U.S.C. 2018.
Pub. L. 91-G71), the face valuo of the month-
ly coupon allotment v'hich the S1-to ozency
Is authorized to 1ssuw to any hiousehold Cer-
tifled na ellgible 'to participate In the ro-
gram and the amount charged -for th
monthly coupon allotment In Guam shrll be
as follows:

Monklv coupon a ottnpits and purctase rcquircmc ut -- Guam

ror a hous ld of-

I pezon 2pawns 3 pcaan 4persons Spcrans Cpcu 7pcrs.n 8 pwn31,0o l et
income The nonthly coupon a nlilect b-

S2 $T $L0 $Z12 42% 4224 $= $4
And the monthly purchzrqulriant Ib-

$0 to $910. -0 0 or 0 0 0 0$2 to $29.09_ ,U $1 0 0 0 0 0
830to=M_____. 4 4 S4 U4 Z5 3 1z; 234oto$4.99 .... 6 7 7 7 a 8 8 8

to >59.- .8 10 10 10 11 i1 12 12$60 to$52.93.__... 10 "2 13 13 14 1 13 ,18S70to $79.M9.... 12 15 16 10i 17 17 43 12
soto$19.99_.. .14 is 19 19 21 21 23
9) to 9m.._ . 1.1 21 21 22 23 21 25 Ca

SIO to $109-. 13 23 24 Z' 27 23 z'Mllto$11990.. __ 21 Z 27 23 2 31 3. 33
$120 to $29.9-- 2" 4 23 D3 3L 33 31 Z5 C3Sl30to$130.93... 27 32 33 34 -5 7 Z3 Z9
$140to 149 93-... -M 3Z :;S 77 M3 40 41 42$150 to 169.93.. 33 33 43" 41 42 43 44 43

41704o$1SO.90... 30 44 46 47 43 43 10 31$190 to m093.._ ds "0 2 153 M1 5 , 137
S210to322=M9... 51 .'15 53 V) ca CIL 5I C3
30to w ..__ 57 82 64 I5 '0 G7 Q 0$250 to039.93-- 43 M 70 71 72 73 71 7
70 to S2S9.9_.... 33 74 76 77 -'8 "9 za St$29 to $30.9 30._80 2 83 61 5 E3 M-

108t=._ F 89 S13 91 92 V3S3to$33M9...__ . 92 94 9 2, W 2.3 MP
Sl0 to m9.9 101 103 104 103 13 2-7 103$90 to s'19.99__ 103 112 113 114 11 116 117$120 to $149.9____ 103 121 12 123 121 12 1
m3toS479ii3. 2 131 133 1x 124 13$M0to 5.99_ 1__ _ 10 140 141 142 143 144310 to z39.0.. . 143 143 123 111 1M 2M$&" to m 3. 157 13 i 109 18i IQ2$570to Z.93._. 103 167 I23 10 170 171$500 to 9 13 176 177 178 17" !-Q
$30 to 165.93_. .. 18 LS 157 1 193
$66 to H$19.99..... 1 19 123 ID7 13
=0 to 57499 ------ ---- 212 213 214 1 210SM5 to $M7.99 --.-.----........ 214 23 2
7 to 214 M21 I.c 3
1310to t------ ---- -- 203 11 212 2131ton69.9:4 219 Z 231 2t3

It7t to 93.....99--. 2-= =2 = 21$300o$29.9 ........ ______ 3 23 2.2 23$33 to $M.5 _ 77 23 270
=0 2to 3 Z'a

S990 to $1,019M.99 ......................... 23 3 537S1,020 to -1,049.99 .......... . L)1 3 Z00$1,050 to Z093....... .. 3 311 315$110to -9------- 23

$1,140 to S,191 .. ... .... ... , 512
$1103oZ2 =I3

S1,200 to Z:09 ._____ 2 .3
S20 to -. .... .............. -----------.. . . . 7
$1,toS,.. ... .... ... ".'
$1,350 to $1 49............ 322)

$1,3S0 to $1,409.99 -...................... ..... -- --.----
*1,410 to44329..... .. .

.440 to $1,46 ..-----.----------------------------.-.----------------- ..

- 58159

'For t3usc V, oueholds of =mre '13=.
eight perons u.o the following fonmll:

A. Value of thzc Total A otment. For each
parzon In excCzz of el agt. add 854 to tha
monthly coupon llotrnat -for ua elght-per-
con houzabold.

B. Purc) .2 cquireir-nzt. L U;a the p-r-
cbaz requirement nho-n for the eight-per-
con boucehold for hou ZI 6 I Ath Incoa 1,
of 8,.19.93 or lc= pr mnth.

2. Fo ho=U holdd vith monthly Incasz
of Zl='O or moe, uca tlia following farmu32

17cr cz-zh C30 worth of m=nthly tincme (or
pvrton thercol) o';cr $1,219.9,add,$ to the
xaonthly purcbizz3 rcqulrementahown for the

eht-pcrzan 22=cold witha va nar fl3m
$1.310..

3. To oblinaa ydlmum manthly purchae
requlrement for bumeholds of more than
eight perzon, add $10 for each person ov
eight to the ws.mum purchase require-
ment alown for an elght-paoc- houzehold.

The total monthly Ioupon allotmet3 for
come household3 wre not divisible 1by four.
This reaulta in ,total coupon lotments of
unwven doll= amounts for those household3
WhIch cho3oe to purchaso one-fourth or
three-fourth, Of their coupon alotument. For

acuh households, the State aency sbau
round the faco value of one-fourth or three-
fourths of the total _oupon allotment up
to the next higher whole dollar amount and
zhall not chxit e the purhase urenit
far Mich allotment.

27or=--1ho Pool and 2Nutritlon Servrze,
has determined that thisdcument dow not
c:MtaLn a major proposal zequiring prepa=-
tion of an Econoni Impact Statement under
I2ezutive Order 11821 and 0-MB CIrCulur A-
LOT.

In vl=e of the =ezd for pLacng this
notice Into effect on Jw.mxy 1, 1978, and
the leadtime needed by the State agency
for Implementation, It is hereby deter-
mined that IL Is impracticable and can-
trcay to the pnbllc Interst to give notice
of proposed rulemaldng =ith respect t
this notice.
(CstaloO- ofr ederal Domestic Asssz
PZ7oram no. 1o.352, rFoo .; m )

Dated: N¢orember 3, 1977.
ClOL Tu Un FOIr lErT.

Assisant Secret ay.
JIR Doz.7T-32313 lied 11-7-77;3-45 aml

E 341o-16 I
CHAPTER VI-SOIL CONSERVATION SERV-

ICE, DEPARTMENT OF AGRICULTURE
PART 654--OPERATIOI AN D

MAINTENANCE

AGENCY: Soil Conservation Sereti.

ACTION: Fian lrule.

SU'MAnY: ThIL document promul-
gatez rules for operating and maintain-
Ing measurez for waterahed protection
projects, flood prevention projects, re-
rource conrervation and development
projectz, and other measures that hva
been in alled wlth Federal asz-ltance.
The purpose of this document Is, to cod-
Ify rules and regulations for the opera-
tion aind maintenance of measurer,

FFECTV.- DATE: November 8, 197T.
ADDRESS: U.S. Department of Agrul-
ture, Soil Conservation Serice. P.O. Box
2890, Washlngton, D.C. 20013.
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FOR FURTHER INFORMATION CON-
TACT:

Verne M. Bathurst, Deputy Adminis-
trator for Administration, 202-447-
6297.

SUPPLEMENTARY *'INFORMATION:
Prior to codification of these final rules
and regulations on operation and main-
tenance, the Soil Conservation Service
had similar policy documented on inter-
nal memorandums. As a part of the rule-
making process, the draft rules were pub-
lished on March 23, 1977. Comments
were received on the proposed rulemak-
Ing. The full text of comments received
Is on file and available for public in-
saection in:

Room 5229, South Agriculture Build-
ing, Watersheds Division, Soil Con-
servation Service, U.S. Department of
Agriculture, Washington, D.C. 20013.
Discussion of major comments: Sig-

nificant comments received and any
modification of our draft rules are dis-
cussed in the following sections.

Does the new policy apply to com-
pleted measures?

One comment made concerns SCS
policy for operations and maintenance
agreements in effect prior to the effec-
tive date of these regulations. Project
agreements already in effect covering
measures installed under various pro-
grams will continue to be honored. Op-
eration and maintenance agreements are
legal documents entered into by SCS and
the sponsoring lpcal organlzations. SCS,
as one party to the agreement, cannot
arbitrarily terminate or modify an ex-
Isting agreement. However, often the
sponsoring local organizations recognize
that an existing agreement is inade-
quate and desire to have the agreement
revised. In these cases SCS will follow
current rules and regulations when en-
tering into a new or revised agreement.

Is there protection from windfall ben-
efits?

One commentor suggested that Sec-
tion 654.11(b) be changed by requiring
cost recovery to the -Federal' Govern-.
ment when any major landholder re-
ceives significant windfall benefit as a
result of the construction of a soil con-
servation project. This result has been
accomplished to the extent practicable
and where permitted by law. These re-
coveries are in the form of established
cost-sharing rates.

What are the recreation impacts?
One commentor indicated that Sec-

tion 654.15(e) should be modified to re-.
uire SCS to identify existing nearby

recreation projects and show the poten-
tial effect of the proposed project on
the existing ones prior to entering in-
to a new operations and maintenance
agreement. The plan which documents
investigations made during the planning
process and the interdisciplinary en-
vironmental assessment indicates the
unsatisfied recreation needs as shown in
the State's plan for outdoor recreation.
A thorough inventory of existing recrea-
tion developments and impacts on those
developments are considered -in the

plans rather than n the operations and
maintenance agreement.

Are inspection reports available to
the public?

One reviewer asked that a statement
be made pertaining to inspection ieports
identified in Section 654.17(b) be avail-
able to the public. SCS policy is that
inspection reports received by SCS are
public information and are available to
the public.

What are the penalties for a viola-
tion?

One comment was made to modify
Section 654.20(a) to include a mecha-
nism for civil penalties for a violation of
operations and maintenance agree-
ments. A new paragraph 654.20(b) has
been added to strengthen SCS's role in
protecting public safety from appakent
violations of operation and maintenance
agreements. The statutory authorities do
not permit SCS to institute civil penal-
ties.

Should SCS inspect soil and water
conservation measures?

One comment stated that Section
654.30 should be modified to permit pe-
riodic inspections of operations and
maintenance on soil and water conserva-
tion measures installed with SOS as-
sistance. SCS assistance for conserva-
tion measures involves technical as-
sistance which is provided through soil,
water, and other conservation districts.
Conservation districts are subdivisions
of State government and under the
jurisdiction of State Law. SCS provides
assistance to an entity of government
rather than to Individuals.. Operation
and maintenance of conservation meas-
ures is a matter of concern between the
conservation districts and the land-
owner.

The final rules are effective November
8, 1977.
(Catalog of Federal Domestic Assistance Pro-
gram No. 10.900, Great Plains Conservation;
10.901, Resource Conservation and Develop-
ment; 10.902, Soil and Water Conservation;
10.904, Watershed Protection and Flood Pre-
ventlon.)

Dated: October 28, 1977.
R. M. DAvis,
Administrator,

Soil Conservation Service.
Subpart A--GeneralSec.

654.1 Purpose and scope.
654.2 Definitlons.
Subpart f--Federal Financially Assisted Projects
654.10 Operation and maintenance agree-

ment.
654.11 Sponsor(s)' responsibility.
654.12 lnancing operation and mainte-

nance.
654.13 Designating responsibility for opera-

tion and maintenance.
654.14 Duration of sponsor(s)' responsibil-

ity.
654.15 Operation and maintenance.
654.16 Property management.
654.17 Inspection.
654.18 Soil Conservation Service responsi-

bility.
654.19 Plan of operation and maintenance.
654.20 Violations of operation and mainte-

nance agreement.

Subpart C-Conservation Operations

654.30 Responsibility for operation and
maintenance.

654.31 Performing operation and mainto-
nance.

Subpart D--Emergency Watershed Protection
654.40 Responsibility for operation and

maintenance.
054.41 Performance of operation and main-

tenance.
Subpart E-Great Plains Conservation Program
654.50 Responsibilty for operation and

maintenance.

At iotrry: Pub. L. 83-566, 68 Stat,-660, as
amended (16 U.S.C. 1001-1008). Section 1,
Pub. L. 86-468, 74 Stat. 131, as amended (10
U.S.C. 10106a); Section 2, Pub. L. 78-534, 68
Stat. 889 (33 U.S.C. 701a-1); Section 13, Pub.
L. 78-534, 58 Stat. 905; Section 6, Pub. L. 93-
251, 88 Stat. 15, Pub. L,. 87-703, 70 Stat. 007
(7 U.S.C. 1010-1011); Pub. L. 74-40, 49 Stat,
163 (16 U.S.C. 590 a-f, q); Pub. L. 84-1021,
70 Stat. 1115, as amended (10 U.S.C. 690p
(b)); Section 216, Pub. L. 81-516, 64 Stat, 184
(33 U.S.C. 701b-1); 7 CFR 2.62.

Subpart A--General
§ 654.1 Purpose and scope.

'(a) This part sets forth the operation
and maintenance requirements pertain-
ing to measures installed with Soil Con-
servation Service (SCS) assistance, This
includes measures installed under the
following programs:

(1) Federal financially-asIsted proj-
ects.

(I) Watershed Protection and Flood
Prevefitlon (WP&FP). See Part 622 of
this Title..

(ii) Iood Prevention (IT), See Part
623 of this Title.

(III) Specifically authorized projects,
(v) Resource Conservation and Devel-

opment (RC&D).
(2) Conservation Operations (CO).
(3) Emergency Watershed Protection

(EWP). See Part 624 of this Title.
(4) Great Plains Conservation Pro-

gram (GP). See Part 631 of this Title.
(b) These regulations shall apply to all

Federal financially-assisted projects as
set forth in Subpart B for the duration
of their respective operation and main-
tenance agreements. However, this does
not relieve the sponsor(s) of any liability
which may continue beyond the evalu-
ated life of the measure under Federal,
State, and local laws. Operation and
maintenance agreements in effect prior
to the effective date of these regulations
are not affected by these regulations,
§ 654.2 Definitions.

Evaluated life. The time period for
which project or measure benefits and
costs have been evaluated. The evalu-
ated life starts after the last project
measure of the evaluation unit has been
completed.

Landuser. Those who Ifidividually or
collectively use land as owner, lessee,
occupier, or by other arrangements
which give them -conservation planning
or implementation concern and responsi-
bility for the land involved.

Maintenance. The work and actions
required to keep works of Improvement
in a condition to furiction for their In-
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tended purpose and the replacement of
portions of project measures as specified
in the O&M agreement.

Operation. The administration, man-
agement, and performance of services
needed to insure the continued proper
functioning of completed project
measures.

Operation and maintenance agree-
ment. A written agreement between the
sponsor(s) and SCS or other recipi-
ent(s) in which responsibilities and ac-
tions are established for the operation,
maintenance, replacement, and inspec-
tion of project measures.

Plan of operation and maintenance. A
detailed program of action to provide for
performing the operation and mainte-
nance of a specific project measure.

Project measures. An undertaking for
watershed protection; flood prevention;
the conservation, development, utiliza-
tion, and disposal of water; the conser-
vation and proper utilization of land; or
a combination thereof. The undertaking
may consist of vegetative, structural, or
management measures or a combination
thereof. Vegetative measures are those
measures involving only seedbed prep-
aration and/or the planting of vegetative
material.

Public recreation and/or fish and wild-
life facility. A project measure or part
thereof which (a) creates or improves
the potential for public recreational use
and enjoyment, or (b) materially con-
tributes to the preservation, production,
or harvest of fish and wildlife.

Sponsor. An agency or organization
with authority to provide local responsi-
bility for a Federal financially-assisted
local projeci under a program adminis-
tered by SCS.

State Conservationist. The SCS officer
responsible for SCS activities within a
particular State, the Commonwealth of
Puerto Rico, or the-U.S. Virgin Islands.

Structural measures. Structural meas-
ures are those measures that are ex-
cavated or constructed with concrete.
earth, masonry, metal, rock, or other
materials, and associated vegetation.

Subpart B-Federal Financially-Assisted
Projects

§ 654.10 Operation and maintenance
agreement.

A duly authorized official of the spon-
sor(s) must execute an O& agreement
with SCS prior to SCS furnishing finan-
cial assistance.
§ 654.11 Sponsor(s)' responsibility.

(a) On non-Federal land, sponsor(s)
are responsible for financing and per-
forming without cost to the Federal Gov-
ernment, needed operation and mainte-
nance (O&M) of project measures in-
stalled -vith Federal financial assistance.

(b) The Federal agency administering
Federal land involving project measures
is responsible either for performing or
requiring the performance of O&W on
land administered by that agency. If
-project measures benefit both Federal
and non-Federal land or interests, the
OW may be performed by the Federal
agency, the sponsor(s), or both as mu-

tually 'agreed by the Federal agency,
sponsor(s), and SCS. If O& of project
measures is performed by mutual agree-
ment, the cost of O'M may be shared by
the Federal agency and sponsor(s) as
agree&

(c) The sponsor(s) shall obtain SCS
approval before modifying a project
measure or changing land use to fulfill a
digerent purpose.
§ 654.12 Financing operations and

maintenance.
Sources of funds needed to operate and

maintain project measures for the dura-
tion of the O& agreement shall be Iden-
tified in the watershed or RC&D measure
plan.
§ 65.4.13 Designating responsibility for

operation and maintenance.
Those organizations or agencies re-

sponsible for the OMT of each project
measure shall be Identified in the water-
shed or RCM measure plan.
§ 654.14 Duration of sponsor(s)' re-

sponsibility.
(a) Sponsor(s)' responsibility for O=,

of a completed project measure begins
when a part or all of the contract in-
stalling such measure is completed and
accepted from the contractor. If the in-
stallation of the project measure is per-
formed by force account, division of
work, or performance of work methods,
the sponsor(s)' O3 responsibilities be-
gin on the date the work or portion
thereof is completed as determined by
SCS, except for completed work located
on Federal lands which are subject to
special-use permits. The 0=& agreement
shall specify that O&MA will continue
through: (1) the evaluated life of the
project, or (2) the evaluated life of
measures that are economically evalu-
ated as a unit, or (3) the useful life of
cost-shared measures that are for land
conservation or land utilization. The
sponsor(s)' duties and liabilities for the
measures under other Federal and State
laws are not affected by the'exp lration of
the O&MT agreement.

(b) For project measures being in-
stalled in segments, the sponsor(s) shall
be responsible for O= of completed and
accepted segments. However, the SCS
may share in the cost of repairing dam-
ages to a completed segment when the
damage is attributed to the continuation
of work on uncompleted segments of the
measure or when due to the fact that the
measure was only partially completed.
§ 654.15 Operation and maintenance.

Sponsor(s) are to operate and main-
tain completed project measures in:

(a) Compliance with applicable Fed-
eral, State, and local laws, regulations,
and ordinances.

(b) Compliance with any applicable
conditions set forth in the instruments
by which the landrIghts were acquired
for installing, operating, and maintain-
ing the project measures.

(c) A manner that will not. signifi-
cantly degrade the environment and will
permit project measures to servo the
purpose for which they were Installed as

set forth in the watershed or RC&D
measure plan.

(d) Compliance with the time frames
and 001 work items established In the
plan of 0MI and inspection reports.

(e) Accordance with agreements with
SCS on admission charges and user fees
for public recreation and/or fish and
wildlife facility. Admission or user fees
shall be charged only as necessary to
produce revenues required to amortize
the zponsor(s)" share of installation
costs and to provide adequate O&M for'
that portion of the project measures per-
taining to public recreation and/or fish
and wildlife facility. Sponsor(s)' admis-
sion or user fee charges require prior SCS
approval throughout the life of the 00-T
agreement.

(f) Accordance with the schedule for
withdrawal of water in water impound-
Ing structures as specified in the water-
shed or RC&D measure plan or other
legal documents. I

(g) A manner consistent with the
project objectives.
§ 654.16 Property management.

Sponsor(s) are to:
(a) Use real property acquired in

whole or in part with Federal funds as
long as needed for the purpose for which
it was acquired and in accordance with
the O&= agreement. If real property ac-
quired in whole or in part with Fed-
eral funds Is no longer needed for the
purpose for which It was acquired, the
sponsor(s) shall obtain SCS approval for
future use or disposition.

(b) Use nonexpendable personal prop-
erty acquired in whole or in part with
Federal funds as long as needed for the
purpose for which it was acquired in ac-
cordance with the rules governing Fed-
eral grant property (34 CFR 256).

(c) Establish, adopt, and comply with
a property management system which
meets the standards governing Federal
grant property.
§ 65.17 Inspection.

(a) Sponsor(s) are to make periodic
and special inspections of installed proj-
ect measures as provided in the plan of
OT. For structural measures, inspec-
tions are to be made at least annually
and after each major storm or occurance
of any unusual condition that might ad-
versely affect the project measures.
At the discretion of the State Con-
servationlst, SCS may assist spon-
sor(s) with their inspections. SCS or
land-administering agencies may make
independent inspections at any time dur-
ing the period covered by the O&M
agreement.

(b) Sponsor(s) are to maintain a writ-
ten record of each inspection and fur-
nish SCS and land-administering agen-
cies a copy of that record. The record
should Identify items inspected, 0 & M
work that may be needed, a time frame
to do the work, and the date of the in-
spection. The SCS and land-alminter-
ing agencies will provide the sponsor(s)
a copy of a similar record of independent
inspections.

(c) he sponsor(s) shall perform the
10 L- M work listed as needed in the in-
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spection reports within the time frame
established for each item of work "Fail-
ure to perform 0 & M work will be con-
sidered a violation of the 0 & M agree-
ment and will be handled in accordance
with § 654.20i

(d) Sponsor(s) are to maintain a writ-
ten record of work performed which is-
listed, in the inspection report and a rec-
ord of other significant 0 & M activity.
The record will identify the measure,
item of work; cost of performance, and
date completed.

(e) Sponsor(s)' records relative to the
project shall be made available to SCS
for examination.
§ 654.18 Soil Conservation Service re-

sponsibility.
The Soil Conservation Service will as-

sist the sponsor(s) in developing a water-
shed or RC & D measure plan which in-
cludes a description of 0 & M work and
estimated cost, assist in the preparation
of 0 & M agreements and plans of 0 & M,
enter Into 0 & Al agreements with the
sponsor(s), and notify the sponsor(s)
of observed failures to comply with the
o & M agreement.
§ 654.19 Plan of operation and main-

tenance.
(a) The plan for 0 & M shall be incor-

porated Into and made a part of the
o & M agreement. A separate plan of
o & M shall be prepared for each proj-
ect measure that is expected to have a
unique 0 & M need. Two or more mea5-
ures with similar 0 & M needs may be in-
eluded in a, single plan for 0 & M.

(b) The plan of 0 & M shall include
the known and anticipted items of 0 & M,
an explanation of how the 0 & M activ-
Ities may be, carried out, a general time
frame for making 0 & M inspections and
for completing the needed 0 & M work,
and the records and reports deemed ap-
propriate by the sponsor(s) and SCS.
§ 654.20 Violations pf operation and

maintenance agreement.
(a) The State Conservationist shall in-

vestigate alleged sponsor violations of
the 0 & M agreement. If the State Con-
servationist determines that a violation
has occurred that may prevent the proj-
ect measure from functioning as in-
tended, create a; health or safety hazard,
or prevent the accrual of project bene-
fits, he shall provide sponsor(s) written
notification.

(b) If the sponsor(s) fail to comply
with the 0 & M agreement or fail to
take corrective action, SCS may notify
authorities having appropriate jurisdic-
tion, withhold further assistance to the
project, require the sponsor(s) to reim-
burse the government for the SCS share
of the cost of the project, and/or pursue
other action authorized by the 0 & M
agreement or law.

Subpart C-Conservation Operations
§ 654.30 Responsibility for operation

and maintenance.
The land user is responsible for 0 & M

of soil and water conservation measures
Installed with SCS' assistance, provided
through soil, water, and; other conserva-
tion districts.

§ 654.31 Performing operation " and
maintenance.

The- method of performing 0 & M is
,to be-at the option of the-land user. The
SCS working through distriets, will fur-
nish information and technical assist-
ance as needed and requested to the
extent SCS resources permit.
- Subpart D-Emergency Watershed

Protection
§654.40 Responsibility for operation

and maintenance.
(a) Non-Federal lands. The need for

an O&M agreement will be determined
by the State Conservationist. Where an
O&M agreement is necessary, the spon-
sor(s) will provide the O&M and adopt
standards for Federal grant property (34
CFR 256). Where no O&M agreement Is
necessary, other arrangements will be
made for complying with Federal prop-
erty management.

(b) Federal lands. The Federal agency
administering the Federal land is re-
sponsible for operating and maintaining
emergency measures installed on Federal
land.
§.654.41 Performance of operation and

maintenance.-

(a) Arrangements. O&M is a prereq-
uisite for approval of Federal emergency
assistance when:
(i) The emergency measure needs to be

operated and maintained in order to
serve its intended purpose, or

(ii) The emergency measure needs to
be operated and maintained to insure
that-it will, not become hazardous.

(b) Time of operation, and mainte-
nance. The sponsor(s)' obligations for
O&M, begin when the measure is installed
-and extend for the duration of the time
required for the emergency measure to
serve the purpose for which it isinstalled.

(c), Performance. Operation and main-
tenance is to be performed in a manner
that will protect the environment and
otherwise comply with SCS, State, and
local requirements. The method of per-
forming O&M is at the option of the
sponsor(s).

Subpart E--Great Plains Conservation
Program

§ 654.50 ' Responsibility -f9r operation
and maintenance.

Responsibility for practices under the
Great Plains Conservation Program are
contained in § 631.10,of this chapter.

[5' Doc.77-32347 Filed 11-7-77;8:45 am]

(3410-05]
CHAPTER VII-AGRICULTURAL STABILI-

ZATION AND CONSERVATION SERVICE
(AGRICULTURAL ADJUSTMENT) DE-

'PARTMENT OF AGRICULTURE
SUBCHAPTER C-REQUEST FOR RECONSIDERA-

TION AND APPEALS REQUIRING SPECIAL
HANDLING

PART 780-APPEAL REGULATIONS
Final Crop.Appraisals

AGENCY: Agricultural - Stabilization
and Conservation Service, Department
of Agriculture.

ACTION: Final rule.
SUMMvIARY: This rule provides that
final crop appraisals by ASCS or FCIC
appraisers are binding on the reviewing
authority and are not appealable to the
Deputy Administrator. These changes
are necessary because experience has
shown that proper Judgment decisions
relating to matters such as this become
increasingly difflcult as familiarity with
local surrounding decreases. Therefore,
any contribution to effective program ad-
ministration resulting from an appeal
beyond the State committee level is min-
imal.
EFFECTIVE DATE: November 8, 1977,
FOR FURTHEiMR INFORI\fATION CON-
TACT:

Arthur W. Reynolds, Program Appeals
Staff, ASCS, USDA, P.O. Box 2415,
Washington, D.C. 20013, 202-447-0302,

SUPPLEMENTARY INFOR IATION: A
notice was published In the August 3,
1977, issfie of the FDERAL RtaxsrtPt (42
PR 39223) that consideration wa. being
given to changing our appeal regulations
to make ASCS and FCIC appraisals bind-
ing and not appealable to The Deputy
Administrator. No comments were re-
ceived in response to the proposed rule.
Therefore, the change in regulations Is
hereby adopted without change and is
set forth below.

Signed at Washington, D.C. on Octo-
ber 28, 1977.

RAY FiTZaERALD,
Administrator, Agricultural Sta-

bilization and Conservation
Service.

§ 780.11 Requests -for reconsideration
and appeals requiring special han-
dling.

(a Determinations made by a State
committee with respect to (1) the estab-
lishment of farm yields for wheat, feed
grain, and cotton, (2) the establishment
of wheat allotments, (3),the establish-
ment of farm feed grain allotments, (4)
the establishment of upland cotton base
acreage allotments, (5) matters rising
under the tobacco discount variety pro-
gram, (6) eligibility provisions of the
livestock feed program, (7) the disaster
provisions of the wheat, feed grain, and
upland cotton programs that a loss on
a farm was due in whole or In part to
causes other than the natural disaster
or conditions beyond the control of the
producer, (8) the establishment of rice
allotments, and (9) crop appraisals by
the Agricultural Stabilization and Con-
servation Service (ASCS) and by Federal
Crop Insurance Corporation for ASCS
are not appealable to the Deputy Admin-
istrator, State and County Operations.

(b) In matters arising under the Agri-
cultural Conservation Program involving
the misuse of a purchase order by a
vendor of conservation materials and
services, the vendor may appeal to the
Deputy Administrator only on the issue
as to whether the facts reasonaly support
the determinatiof of the State commit-
tee.
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(a) Matters arising under the (1) Agri-
cultural Conservation Program involving
a finding or certification by a techniclan
of the Soil Conservation Services or
Forest Service, or (2) appraisal rede-
terminations under the wheat, feed grain,
upland cotton, or rice programs by Fed-
eral Crop Insurance Corporation or
Agricultural Stabilization and Conserva-
tion Service, sl~all be binding on the re-
viewing authority.

[ER Doc.77-32168 Filed 11-7-77;8:45 am]

E 6210-41]
Title 12-Banks and Banking

CHAPTER 11-FEDERAL RESERVE SYSTEM
SUBCHAPTER A-BOARD OF GOVERNORS OF

THE FEDERAL RESERVE SYSTEM
[Reg Z; FC-0120 throuth FC-0128]

PART 226-TRUTH IN LENDING

Official Staff Interpretations

AGENCY: Beard of Governors of the
Federal Reserve System.
ACTION: Official Staff Interpreta-
tion(s).
SUMMARY: The Board is publishing the
following official staff interpretations of
Regulation Z, issued by a duly authorized
ofcial of the Division of Consumer
Affairs.

EFFECTIVE DATE: November 8, 1977.

FOR FIURTHER INFORMATION CON-
TACT:

Glenn E. Loney, Acting Chief, Fair
Credit Practices Section, Division of
Consumer Affairs, Board of Governors
of the Federal Reserve System, Wash-
ington, D.C. 20551, 202-452-2412.

SUPPLEMENTARY INFORMATION:
(1) Identifying details have been deleted
to the extent required to prevent a
clearly unwarranted invasion of per-
sonal privacy. The Board maintains and
makes available for public inspection and
copying a current index providing iden-
tifying information for the public sub-
ject to certain limitations stated in 12
CFR Part 261.6.

(2) Official staff interpretations may
be reconsidered upon request of inter-
ested parties and in accordance with 12
CFR. Part 226.1(d) (2). Every request for
reconsideration should clearly identify
the number of the official staff interpre-
tation in question, and should be ad-
dressed to the Secretary, Board of Gov-
ernors of the Federal Reserve System,
Washington, D.C. 20551.

(3) 15 U.S.C. 1640(f).
12 CFA Part 226, FC-0120
1 226.15 (c) If lease was consummated and ex-

tended prior to Act's effective date, neither
the basic lease nor the extension require
any disclosures.

-onth-to-month extensions of leases do not
require new disclosures until September 23,
1977, six months alter Act's effective date,
but an extension for a specified period over
four months Will require new disclosures.

-Ocromm 6, 1977.
This is in reply to your letter of * - *, in

Which you request clarification of Officil
Staff Interpretation Fc-0066. That inter-

pretation concerned extensions of leases
which were consummated before March 23,
1977, the effective date of the Consumer
Leasing Act and the Implementing sections
of Regulation Z. You agree with stoais con-
clusion that if a previously-existing lease
was scheduled to terminate on March 23,
1977, and was then extended on a month-to-
month basis, It would become a now lease for
disclosure purposes If It lasted more than
six months. You ask, however, whether a
previously-existing lease which expired, for
example, on October 23, 1970, and was ex-
tended for soven months (until May 22,1977)
becomes a new lease for disclosure purposes
on March 23, 1977. You also ask whether new
lease disclosures need be made for any ex-
tension period ending prior to September 23,
1977, which is six months after the Act'a
effective date.

With regard to your first question, It Is
staff's opinion that neither the original
lease nor the coven-month extension entered
Into on October 23, 1976. Is subject to the
Consumer Leasing Act, because both of these
preceded the effective date of the Act. If the
lease, as extended, ends on May 22, 1977, and
there are no further extensions or.rene-otla-
tions of it, no disclosure will over need to
be given with regard to that lease.

With regard to your second question, as far
as month-to-month extensions of leases are
concerned, we agree with your conclusion
that there Is no duty to make leasing disclo-
sures prior to September 23, 1977. Disclosures
for month-to-month extensions of consumer
leases need be made only at the end of six-
months, and September 23, 1977, is the ear-
liest date on which an extension entered into
when the Act became effective could have
run for six months. Staff would point out
however, that a different conclusion would be
reached with regard to extensions for a specl-
fled period longer than four months. As ex-
plained In Public Information Letter 1217,,
such extensions do require disclosures when
they are entered into, and this could cer-
tainly occur prior to September 23, 1977.

This Is an official staff interpretation of
Regulation Z, Issued In accordance with
§ 226.1(d) (3) of the regulation and limited
to the facts and Issues as discussed herein. I
trust that it proves helpful to you.

Sincerely,
JESAULD C. MK&Uz N~,

Associate Director.
12 CFR Part 226, FC-0121
§226.7(b) Combining periodic statement

with checking account statement apermis-
sible as long as disclosures are made In
accordance with 1 226.6.

§ 226.8(n) Loan summary appearing on an
Instalment loan customer's checking ac-
count statement is not a "periodic billing
statement" under §226.8(n) where mum-
mary does not indicate due date of next
payment and merely summarizes the loan
status rather than indicates that a pay-
ment is due. (Distinguishes Letter 608.)

Ocroar 14, 1977.
This Is in response to your letter of . ., In

which you requested an official staff interpre-
tation with regard to § 226.7(b) (1) (Il) of
Regulation Z.

You state that your client, a bank, extends
overdraft protection to Its qualified checking
account customers who apply for a prograni
called Cash reserve credit. Under your client's
program, a checking account customer who
writes a 'heck resulting in an overdraft will
automatically be extended credit in $59.00
multiples in order to cover the check.

It is our understanding that the cast re-
serve credit account periodic statement and
and the bank's monthly checking account
statement are combined. You state that the
amounts of the payments made on the cash
reserve credit account appear in one column
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labeled "CHEEEKS & PAYMENTS." You state
further that payments on the account are
identified by a transaction. code in a column
labeled "CHEC NO:' and the date of the
payment Is recorded in a column labeled
"DATE PD."

You ask whether disclosure of the cash re-
rerve credit account payments in such a
manner complies with the requirements of
§ 220.7(b) (1) (111). You contend that It is
permmisIble under the regulation to disclose
the amounts of the cash reserve credit ac-
count payments on a monthly checking ac-
count statement in the same column as gen-
eral checking account activities where such
amounts are Identified by appropriate trans-
action codes.

Staff Is of the opinion that Regulation Z
permits your client to combine the dis-
closures required by § 225.7(b), including
payments under I 226.7(b) (1) (ill), for your
client's cash reserve credit program with
your client's monthly checking account
statement as long as the disclosures are
made in accordance with the requirements
of f 226.6. Furthermore, staff agrees with
your contention that the requirement of
§ 220.7(b) (1) (111) that payments made dur-
lg the billing cycle be Identified by the
term "payments" can be satisfied by reflect-
Ing the payments in the same column with
checking account transactions (n a com-
bined statement) and by using a transaction
code or symbol Instead of using the term
"payments" spelled out for each such trans-
action as long as the code or symbol is ap-
propriately explained on the periodic state-
ment by use of a legend or some other man-
ner of description. Public Information Let-
ters 994, 1027 and 1091 (copies of which are
enclosed for your convenient reference).
have previously addressed the use of trans-
action codes for disclosure purposes.

Although Imlted time and resources pre-
"vent staff from reviewing your Truth in-

Lending disclosure form to determine
whether it complies with the Truth In Lend-
ing Act and Regulation Z, staff would cau-
tion you that placement of the transaction
code identifying payments in the column
labeled "CBECX NO." may prove to be viola-
tive of the requirements of f 226.6(a) that
Truth in Lending disclosures be made clear-
ly and conspicuously.

Your second question is with regard to
the fact that your client includes loan sum-
marles on its Instalment loan customera'
monthly checking account statements. You
indicate that the loan summary is Identi-
fled by the particular loan outstanding
such as "HOME IIPROVEZEENT or "1975
FORD" under a column headed -TOAN
sUMMATLY-THIS IS NOT A BILL" and that
the account number of the loan, the amount
of the regular OLra payment, the total bal-
ance remaining, the number of remaining
payments, and the total payment required
to retire the loan are disclosed to the cus-
tomer. You question whether the lou sum-
mary described above constitutes a " periodic
billing statement" within the meaning of
§ 220.8(n).

Footnote 13 to § 226.8(n) defines a "pe-
riodic billing statement" for purposes or
§226.8(n) as "[amny statement, notice, or
reminder of payment due on any transaction
payable in installments which Is maled or
delivered periodically to the customer in ad-
vance of the due date of the installment
* * ." Staff agrees -- th your contention
that, although the summary is mailed pe-
riodically to the customer, It does not ap-
pear to come within the tcope of § 226.8(n)
in that It is not provided as an indication
that a payment Is due.

In Public Information Letter 668 (a copy
of which is enclosed for your convenient
reference), a creditor provided a "statement
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of activity" to. each of, its depositors and
credit customers with outstanding Install-
ment loans. Such a statement, which indl-
cated the amount and due date of the next
payment to. be made, was considered a. pe-
rlodlc'biling statement as definedin § 226.-
8(n). Unlike. the statement of activity de-
scribed In Letter 668, the loan summary
which you describe does not include the due
date of the next payment to be made. Con-
ccquently, since your client's practice ap-
pears merely to summarize for a certain
group of your client's customers (ie., check-
ing account customers), the stalus of their
loans, the loan summary described does not
appear to staff to be the type of statement,
notice, or reminder of a payment due which
was intended to.be covered by § 226.8(n)..

This Is an official staff interpretation of
Regulation Z issued in accordance with
5 226.1(d) (3) of the regulation. It is limited
solely to the facts and issues raised herein.
I trust that. It Is responsive to your inquiry.

Sincerely,

JERALX C. RLUCHKAN,
Associate Director.

12 CFA Part 226, FC-0122

5 226.2 (d) Information required to be dis-
closed by State law Is not an. advertise-
ment.

5226.6(e) Disclosure of interest rate and
expiration date of note on a mortgage loan
application as required by State law, where
the application Is separate from the dis-
closure form, does not violate regulation.

OCrOER 14, 1977-
This is in response to your letter of... , In

which, you, request an interpretation of the
applicability of Regulation Z to a statute
(Chapter 184, Section 17H, of Massachusetts
General' Laws) of the State of Massachu-
setts that requires creditors to disclose, on_
certain mortgage loan applications, the ap-
proximate expiration date of the note and
tihe rate of Interest charged-

The Massachusetts statute, In pertinent
part, reads as follows:

Every application for a mortgage loan on
real estate consisting of a, dwelling house
with accommodations tor' four, or less sepa-
rate households and occupied or to, be occu-
pied in whole or in part by, the obligor, on
the mortgage debt shall be made on a
printed; form which shall ***

* * *

disclose (in type size at least two points
larger than other type used on. the applica-,
tion) Information relative to the following:

(a) The approximate expiration date of
the note.

(b), The rate of interest charged.
You aska whether a mortgage loan, applica-

tion containing the information required by
this statute constitutes an' "advertisemenV'
as defined, by § 226.2(d) of the regulation
so as to mandate compliance with the re-
quirements of § 226.10(d).

Staff believes that, as a general proposi-
tion, information which a creditor is required
by state statute to disclose or display does
not fall within the definition of "advertise-
ment," As explained in Official Staff Inter-
pretation FC-0045, a copy of which is en-
closed for your convenient reference, an ad-
vertisement involves voluntary, commercial
promotion of a product or service. If a credi-
tor is legally compelled to disclose certain
information, then, staff believes, the creditor
is not engaged in advertising.

Like the rate schedules described in Let-
ter FC-0045 that South Carolina law re-
quired lenders to publicly post, the informa-
tion that your State's law requires to appear
on certain mortgage loan applications is not
an advertisement under §226.2(d). Staff
would caution, however, that this opinion
extends only to statements appearing in the
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manner,, and on the typem oi mortgage loan
applications described, in your statute- A
mortgage lender could not, for example,
verbally quote a simple annual interest rate
without also) giving the applicable annual
percentage rate.. . .

You also ask whether (assuming, as you
correctly do, that the advertising, provisions
of the Federal law' are inapplicable) a credi-
tor would violate the disclosure provisions
of the Federal Act or Regulation Z by dis-
closing the interest rate anc, estimated ex-
piration date on the application as required
by Chapter 184. Section 17a of the Massa-
chusetts General Laws. In: staff's opinion,
these disclosures may be made by creditors
In your State who are subject to the Federal
law as additional Information if It, is not
stated or placed sa as. to mislead or confuse
the customer, or contradict, obscure, or de-
tract attention from the required disclosure,
as provided in § 226.6(c) of Regulation Z. We
believe that -placing this information on an
application form that is a document separate
from the disclosure form would meet these
standards and would be permitted under
Regulation Z..In light of the exemption, from
the provisions of Chapter 2 of the Federal
Truth in Lending Act that has been granted
to your State, we believe that your office
should' properly determine whether a similar
analysi and conclusion obtains with re-
spect to creditors subject to your State's
law:

This lis an, official- staff Interpretation, of
Regulation. Z. Issued In. accordande with
'226.1(d) (3) and limited in its application

to the facts and' issues discussed' herein. I
trust it is responsive to your inquiry.

Sincerely,
JERAULD C. IrLIUCOMAN,

Associate Director.

12.CER Part 226, FC-0123
§ 226.8(by. Prepaid interest should not be in-

cluded in §.8(b) (3) disclosures; only pay-
ments scheduled' to- be made after con-
summation need be disclosed.

OcroBEa 14, 1977.
This will respond to your letter of * *,

requesting an officlal staff Interpretation, of
Regulatiom Z; wtIh particular reference to
§ 5 226.8(b) (3) and 226.8(e). Your other let-
ber of the same date is being answered separ-
ately.

Your questions are based upon thb follow-
ing'hypothetical situation. A real estate loan
is-closed on June X. The instalment payments
scheduled to repay thu indebtedness are due
on the 10th of each month,. with the first
sucl payment due on, July, 10 In order to
collectInterest for-the period June I through
June 9; the creditor requires the customer to
pay such "interi-Interest"l at the closing.

As you note, Public Information Letter 596
states that if a creditor requires a customer
to pay Interest at the closing, such interest
is a prepaid finance charge and must be
disclosed as, such, under § 226.8(e). The dis-
closures of the total finance charge (if re-
quired in the transaction in question) and
annual percentage rate must, of course, be
computed so as to reflect the existence of the
prepaid finance charge. Your question is
whether, under § 226.8(b) (3), the creditor
must disclose the interim interest as a pay-
ment schedule4 to repay the indebtedness
and, consequently, also' include such interest
in the total of payments (if disclosure of
such total is required in the trangaction in
question).

The staff is of the opinion that § 226.8(b).
(3), in the situation you pose, refers only to
payments scheduled to be made after the
closing. Thus, interim interest paid at the
closing need not be disclosed under that sec-
tion. Public Information Letter 304 is not
inconsistent with this interpretation. That
letter does state, as you point out, that the

total of payments reprents the sum of
the amount financed and the finance charge,
However, as the examples given in that let-
termake clear, the paymenti Included In the
total of payments. are those made after the
consummation of the transaction.

The apparent contradiction betwen these
two statements, that you raise, does not
exist. Consider, for example, a loan Involving
proceeds of $1000, other charges of $50, and
a total finance charge of $300 of which $07
Is prepaid. Since the amount financed Is tho
sum of the proceeds plus other charges not
included in the financo charge less prepaid
finance charges, the amount financed in the
example is $975 ($l000+$50-$75J. Conse-
quently, the sum of the amount financed
plus the finance charge Is 01275 (0975
+$300). After consummation the- customer
wil repay the sum of the procceds (01000)',
other charges ($60). and the total finance
charge less the prepaid finance charge
($300-$76=$225) for a total of 1276. Con-
sequently, in this situation the statement is
correct that the total of payments after
consummation equals the sum of the
amount financed. plus the finance charge.

In a variant of the hypothetical situation
stated previously,, interim Interest would be
payable not at the closing but. with the
first monthly instalment. In, this situation
such interest would not constitute a prepaid
finance charge and would be required, to be
disclosed as part of the first scheduled, pay-
ment In. accordance- with 1,226.8(b) (3).

This. is an official staff interpretation of
Regulation Z, issued pursuant to I 2201(d)
(3) and limited In Its'application to the facts
and issues presented herein. I trust that It
is responsive to your inquiry.

Sincerely,
J AVrA. C. KLCIUSAN,

Associate Director.

12 CFR Part 226, FC-012,

§ 226.4(b) It creditor disclosea total I 4(b)
(4) fee andl the types, of fees included
within that. total. fee may be excluded
from finance charge.

Ocroim 14, 1077.
This Is in response to your letter of * .

requesting an official stair Interpretation of
Regulation , 6 226.4(b) (4), Your other let-
ter dated * * , in which yota also request
an official staff interpretation of Regulation
Z, will he answered separately,.

Section 226.4(h) lists types of charges
which need not. be Included in the finance
charge If itemized and disclosed to the cus-
tomer. One such category, set forth In
§ 226.4(b) (4), is "License, certificate of
title, and registration fees imposed by law."
Your question is. whether each of the three
components listed in thin paragraph must
be separately, itemized in order to qualify
for exclusiom from the finance charge. Staff
Is of the opinion that the three components
within § 226.4(b) (4) need not be separately
itemized; if a creditor discloses the total fee
comprising the three components and in-
dicates the types of fees included within
that total, such fee qualifies for exclusion
from the finance charge.

As you indicate In your letter, the Board
has published for comment a proposed
amendment. to Regulation , 

which, if
adopted, would,. eliminate § 220.4(b) (4) al-
together and render your question moot with
respect to future consumer credit transac-
tions. No final' action has been taken on
that proposal, however.

This, is an official, staff interpretation,
of Regulation Z issued pursuant to 1226.1
(d) (a) and .lmited in its applicatioi to the
facts and issues presented herein. I trust
that It is responsive to your Inquiry,

Sincerely;
JMAILIS C.HL'LCo1tAN,

Associate Director.
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12 CFI Part 226, FG-012I

1226.8(b) Creditor may omit disclosure of
amounts of interest-only payments due
during construction phase when It makes
a combination construction-permanent
financing loan and utilizes equation In
paragraph (I) (.U) to estimate interest
finance charge; the fact that APR is com-
puted under para.rph (3) and Example
I= rather than (1) (11), has no bearing
on availability of exception.

1226.813 Creditor may omit disclosure of
amounts of interest-only payments due
during construction phase when It makes
a combination construction-permanent
financing loan and utilizes equation in
paragraph (1) (11) to estimate Interest
finance charge; the fact that APR is com-
puted under paragraph (3) and Example
11, rather than (1) (11). has no bearingon
availability of exception.

Ocross 14, 197.
This is In response to your letter of * * *,

in which you request an official staff inter-
pretation of Regulation Z with respect to
Board Interpretation § 226.813.

Paragraph (2) of 5 226.813 provides that
the amounts of any required interest pay-
ments during the construction phase may be
omitted In making the disclosures required
*under U 226.8(b) (3) "if the equations under
subdivision,(it) of paragraph (1) are utilized
* * *" (emphasis added). You ask whether
this exception is available when a creditor
makes a combination construction and per-
manent financing loan. Your question Is
based on the fact that, In such a transfction,
the regulation requires disclosure of a single
annual percentage rate for the combined
construction and permanent financing
,phases. Thus, a lender that computes In-
terest during the construction phase from
the date of each advance on only the
amounts advanced may utilize the equation
provided In subdivision (1) of paragraph (1)
to estimate the interest finance charge, but
will have no occasion to utilize the equation
that relates to estimating an annual per-
cpntage rate for the construction phase. In-
stead, the lender will compute the annual
percentage rate- to be disclosed In accordance
with paragraph (3) and the procedures out-
lined in Example.I1 of § 226.813.

Availability of the exception created by
paragraph (2) of 1226.813 depends on
whether the interest-only payments during
the construction phase are to be computed
on the full amount of the lender's commit-
ment or from the date of each advance on
only the amounts advanced, and is not lim-
ited to temporary financing transactions.
Thus, in staff's opinion, a lender whose dis-
closures relate to a combination construction
and permanent financing loan, and who con-
sequently utilizes only the equation for esti-
mating the Interest finance charge provided
in paragraph (1) (Ii), may nonetheless omit
the amounts of any Interest payments to be
made during the construction phase In mak-
lng the disclosures required by U 226.8(b) (3).

This is an official staff interpretation of
Regulation 7, Issued, in accordance with
1226.1(d) (3) and limited In Its application
to the facts and issues set forth herein. I
trust it is responsive to your Inquiry.

Sincerely0
J=AaULD C. KLVCMa rU,

Associate Director.

12 CFl Part 226, FC-0126
S t

1226.2(x) Merely terminating delinquent
customer's future open end credit privi-
leges does not convert credit. previously
extended on open end basis to credit other
than open end.

1226.7(a) Where creditor permits delin-
quent open end credit customer (whose

Credit privileges are terminated) to pay
Indebtednes In accordance with original
open end terms, cosed end disclosures are
not required and J 7(b) disclosures can
continue to be provldcd.

Ocroc=c 17. 197.
This Is In responzo to your letter of ,

requesting an oMctil staf Interpret3ton with
regard to the Truth In Londing disclosure
respon IblitIes of your client, a bank, upon
terminating a delinquent customer's open
end credit privileges.

You state that when an existing open end
credit account becomes reriously delinquent.
your client may notify tho customer Involved
that no further credit will be available on
the account either permanently or until
such time as the account Is brought current.
You atte, however. that there 13 no change
In the terms governing the customer's ac-
count except for the termination of further
credit privileges. You w-lz whether the aloao-
described situation requires that the cus-
tomer be provided with other tban open end
credit Truth in Lending disclosures at the
tim the customer'es open end credit privi-
leges are terminated.

Staff would not regard your client's ac-
tivities as an attempt to convert its open
end credit plan to an other than open end
credit plan as was the care In Public Infor-
mation Lottera GOO and 1093. Letters GOO and
1093 (copies of which are enclosed for your
convenient reference) Involved agreCmen3
evidencing the termination of the open end
credit plans, and the terms thcreunder, and
the existence of other than open end credit
plans, for which the creditors wero required
to furnish appropriate § 226.8 Truth In Lend-
Ing disclosures. Rather, the situation which
you have described appears to staff to repro-
sent no more than your elient'a simply per-
mittlng an outstanding credit balances In-
curred on an open end credit basis, to be re-
paid in accordance with the previously agreed
upon open end credit tcrm& These conclu-
sions are based on the fact that, In starf's
opinion, merely terminating a customer's fu-
ture open end credit privileges does not rerve
to convert credit previously extended on an
open en4 credit bas to credit other than
open end. Staff believes that such a termina-
tion of future credit privileges would not be
relevant to the determination of the desig-
nation and subsequent treatment, for dis-
closure purposes, of credit Incurred prior to
the termination of credit privileges. There-
fore, It would appear to staff that continu-
ing to furnish open end credit disclosures
under I 226.7(b) In the circumstances you
have described is In accord with Regula-
tion Z.
- This Is an official staff interpretation Is-
sued in accordance with I 226.1(d) (3) of the
regulation and limited to the facts and is.
sues described herein. I trust that it is re-
sponsive to your Inquiry.

Sincerely.

J 'nAULD 0. rLUC ur,.
Assofte Director.

12 CFR Part 226, FC-0127

1 226.8(d) When arrearages must be paid
incident to the assumption of a mortgae
they need not be disclosed as "prepaid
finance charges." unless the creditor spe-
cifically requires the buyer to pay them.

f 22.07 When arrearages must be paid
Incident to the assumption of a mortgage,
they need not be disclosed as "prepaid
finance charges," unless the creditor spe-
cifically requires the buyer to pay them.

Ocroma 20, 1077.
This Will respond to your letter of ** ,

In which you request an ofcial staff inter-
pretation of Regulation . You seek guld-
ance in making disclosures to a customer
who-is assuming a prior owner's obligations

on a debt and mortgage You explain that,
before allowing a new owner to assume the
obligation, the creditor requires that any
payments that are past due be made. Thlese
arrearages may include prIncipal. interest,
mortgage Insurance. real estate tax, property
insurance escrow payments and late charges.
The questlon arises whether any or all of
these charges constitute a "prepaid finnce
charge necessitating their dlcosure under
S220.8(d) (1).
The dlclosurca required to be made when

an '"a-sumption" occurs are set forth in
1 22G.07. It appears that paragraph (2) of
this interpretation relates to the transac-
tion you describo. The disclosures required
when the finance charge 13 computed by ap-
plying a percenta[e rate to an unpaid bal-
ance Include those prescribed by f 226.8 (b)
and (d) and § 226.4(a) (5) and (6). Because
the p3ymet of arrearages 13 Initially the
rcsponslbility of the original owner and, as-
suming that any shifting of this responsi-
bility reults from negotiation between the
buyer and seller of the property that is se-
curing the loan and that the lendin lnUti-
tutlon plays no part in this negotiation, the
staff i- of the opinion that arrearages need
not be disclosed by the lending institution.
If, however, the lending institution specf-
Ically requires the buyer to bear the cost
of the arrcarages. the entire amount of the
arrearages becomes a charge Imposed upon
the customer "as a condition of the exten-
&lan of credit," aa described in f226.4(a).
and must be disclosed under f 226.8(d) (2)
as a "prepald finance eharge."

Creditors must, of course, otherwise comi-
ply with the provisions of 1226.8(k) and
1226.807 when permitting assumption of ex-
Isting debts.

It appears that your client mna be a
creditor subject to the law of the State
of Masschusetts and not the Federal law.
Since that State has been granted an ex-
emption under the relevant portion of the
Truth in Lending Act, you may wish to
contact, the ofce of the State Banking C(mOD-
mi-oner for their viewx.

This Is an oM&icI stair Interpretation of
Regulation Z. issued In accordance with
1225.1(d) (3) of the regulation and limited
solely to the facts and Issues presented
herein. I trust that it Is responsive to your
nquiry.

Sincerely,
Jraorm C. MWuonAWI.

A.ssociate DirtoI.

12 CFR Part 225, FC-0128

1226.15(b) Proper treatment of (1)
monthly charges for depreciation, main-
tenance. regtation fees. and taxes. (2)
reglstration fees, sal taxes; and delivery
charge paid after consummation; (3) dis-
claimer of warranties (4) attorneys fees
upon default (5) disposition charges; and
(8) methods of determining the "realized
Value.-

S226.15(b) (15) Proper treatment of (1)
monthly charges for depredation, main-
tenance, registration fees, and taxes; (2)
registration fees, sales taxes, and delivery
charge paid after consummation; (3) dIs-
claimer of warranties; (4) attorneys fees
upon default; (5) disposition charges. and
(6) methods of determining the "realized
Value."

This Is in reply to your letter of '

In which you request an official staff inter-
pretation concerning the disclosure require-
ments of Regulation Z with regard to a
consumer lease of a vehicle. You pose a
situation in which a consumer recelves a
leasing disclosure statement, signs a lease.
and pays a refundable security deposit, but,
because the lessor does not have a suitable
car in stock, the car must be ordered, with
delivery to occur at on unknown date four
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to six weeks in the future. The parties wish
the rental to be payable on the first day
of the month regardless of when delivery
occurs, with payments commencing on the
first day of the calendar month in which
delivery Is made if delivery is on or before
the fifteenth day of the month, and with
payments commencing on the first day of
the next succeeding month if delivery occurs
on or after the sixteenth day of the month.
In any event, the consumer will have the
use of the car for twelve months from the
date of delivery.

You ask whether it Is necessary to dis-
close the "Term of this lease." This phrase
s used In the sample vehicle lease disclo-
sure statements issued as Board Interpre-
tations § § 226.1501 and 226.1502. Conse-
quently, lessors choosing to use these forms
must include that phrase. However, as the
Board stated in 42 FR 10975, Friday, Feb-
ruary 25, 1977, these forms are not the
the exclusive method of complying with
the Consumer Leasing Act or the imnplement-
Ing regulations. Since § 226.15(b) (3) re-
quires only disclosure of the "number,
amount and due dates or periods of pay-
ments scheduled under the lease and the
total amount of such periodic payments," It
appears that this requirement can be met
without inclusion of the phrase "term of this
lease." You also ask whether your proposed
language complies with § 226.15(b) (3). Since
It is the policy of this office not to approve
particular lessors' forms, we believe It would
be inappropriate to comment on the lan-
guage you have submitted.

You state that the monthly payment for
the vehicle lease Includes charges for depre-
ciation and for maintenance, and that the
lessor does not generally allocate 'its overall
costs for these Items to particular cars. You
ask whether the components of the periodic
payment must be Itemized. Section -226.15.
(b) (3) does not require ltemiation of the
components of the periodic payment. You
will note, however, that the sample open-end
vehicle lease disclosure statement In Inter-
pretation § 226.1501 does contain a break-
down of the components of the monthly pay-
ment. As the Instructions relating to Item 4
in this interpretation indicate, this break-
down is provided to distinguish between the
portion of the monthly paymentwhich is In-
cluded in the computation of the total lease
obligation and the other portions of the
monthly payment which are not to be In-
cluded in the total lease obligation. It is
stairs opinion that your client may include
the amount attributable to maintenance
when disclosing the periodic payment amount
pursuant to § 226.15(b) (3). However, the
amount attributable to maintenance must
be excluded from "the scheduled periodic
payments under the lease" which are a por-
tion of the total lease obligation, as defined
in § 226.2(rr). For purposes of calculating the
total lease obligation, therefore, your client
must ascertain what portion of its overall
cost for maintenance Is attributable to a
particular car,' and exclude that amount
from the periodic payments made on the car.
The amounts attributable to depreciation,
on the other hand, are properly part of the
"scheduled periodic paynents under the
lease" for purposes of calculating the total
lease obligation, and, therefdre need not. be
excluded. This matter has been discussed In
Official Staff Interpretation FC-0082, a copy
of which is enclosed for your convenient
reference.

You also ask whether the charges attrib-
utable to depreciation and maintenance are
to be included In the "average payment allo-
cable to a monthly period" for purposes of
determining end of term liability under
I 226.15(b) (15) (11). It Is staff's opinion that
the average payment referred to in § 226.15

(b) (15) (i) corresponds to the periodic pay-
ment as used in computing the total lease
obligation, and therefore includes that por-
tion of the payment attributable to depre-
ciation, cost of money, lessor's profit and
sales/use taxes, but excludes such charges as
maintenance and insurance. Therefore, the
charges for maintenance must be excluded
from the "average payment allocable to a
monthly period" for purposes of determining
end of term liability under § 226.15(b) (15)
(ii), while the charges for depreciation should
be Included.

You ask about the proper treatment of reg-
istration fees and taxes which are paid
monthly to the lessor, with the lessor paying
these amounts to an appropriate governmen-
tal body either in a lump sum or periodically.
You ask whether these amounts are to be in-
cluded in the periodic payment amount
called for in § 226.15(b) (3) and/or whether
they are to be disclosed pursuant to § 226.15
(b) (4). These amounts may be Included In
the periodic payment disclosed pursuant to
§ 226.15(b) (3), but only the amount attrib-
utable to sales/use taxes on the periodic pay-
ment should be included In the periodic pay-
ment for purposes of calculating the total
lease obligation and for purposes of deter-
mining the "average payment allocable to a
monthly period" pursuant to § 226.15(b) (15)
(i). The total amounts for registration fees
and taxes must also be disclosed pursuant to
§ 226.15(b) (4). To the extent that FC-0082
appears to express an opinion different from
that expressed In this paragraph, it Is hereby
modified to comport with this paragraph.

You also ask how disclosure of registration
fees, sales taxes, and a delivery charge should
be handled when the lessee agrees to pay
these sums In a lump sum on the date of
delivery of the automobile. You ask first
whether they should be disclosed pursuant
to § 226.15(b) (2). Staff believes that none of
these charges should be disclosed pursuant
to § 226.15(b) (2), since they are not paid "at
consummation of the lease," but rather are
paid at some date subsequent to consumma-
tion, I.e., upon delivery of the automobile.
The registration fees and sales taxes, as dis-
cussed above, should be disclosed pursuant
to § 226.15(b) (4)1 whether they are paid di-
rectly to the lessor or to a third party. The
dblivery charge should be disclosed pursuant
to § 226.15(b) (5), as an other charge that is
not included In the periodic payment. This
treatment would be proper- regardless of
whether the lessee pays the lessor or the
third party, since in both cases this is a
charge imposed by the lessor in the lease
transaction.

You ask several questions concerning dis-
closure of warranties In a situation where the
lessor offers no warranties to the customer,
but where the manufacturer's .warranties
apparently are available to the consumer.
First, you ask whether whether it Is proper
for the disclosure statement to contain a dis-
claimer of warranties by the lessor. Although.
a disclaimer of warranties is not required by
the regulation, it is staff's opinion that such
disclaimer may be given as additional infor-
mation, as long as it is done in accordance
with § 226.6(c) so as not to mislead, confuse,
or detract attention from the required dis-
closures. You also ask whether your proposed
disclosure complies with § 226.15(b) (7). As
explained above, staff cannot approve your
proposed disclosure. Howeverwe would draw
your attention to the instructions to the
sample vehicle lease disclosure statements is-
sued by the Board. The instructions to Item
17 in § 226.1501 and to Item 12 i § 226.1502
state that a brief identification 'of the war-
ranty must be supplied, and that a reference
to the standard manufacturer's warranty, for
example, would suffice. Finally, you ask
whether the lessor must disclose items such

as model and color of the car as express war-
ranties, since they may be considered such
under applicable State law. Since § 220,15(b)
(7) requires a statement identifying "any
express warranties or guarantees available to
the lessee" (emphasis added), It is staff's
opinion that If a warranty such as you have
described does exist under State law, ib
should be disclosed.

You state that the lease provides that a
defaulting lessee is responsible for paying at-
torney's fees and expenses incurred by the
lessor in enforcing the latter's rights. Yott
ask whether these amounts must be disclosed
pursuant to §§ 226.15(b) (6), 220.15(b) (10),
and/or 226.15(b) (12). It is staffl'S opinion
that If the imposition of these charges Is
automatic (for example, If the charges be-
come immediately due and collectible by
virtue of default), these charges must be dis-
closed. If, however, the Imposition of the
charges is not automatic but is conditioned
upon employment of the services of an attor-
ney to effect collection or expenditure of
amounts In conjunction with collection pro-
cedings, such charges need not be disclosed,
These charges, If they are default charges as
discussed above, should be disclosed pursuant
to § 226.15(b) (10) and, If default is also a
condition for early termination of a lease,
pursuant to § 226.15(b) (12). You will note
that the § 226.15(b) (10) and 220.16(b) (12)
disclosures may be combined, as oxemplifled
by Item 18 on the sample lease disclosure
form in § 226.1501 and Item 13 in 9 220,102.

In a vehicle lease in which the lessee's li-
ability at the end of a lease term is based
upon the estimated wholesale value of the
vehicle, you ask whether the lessor is en-
titled to recover both the disposition charge
and three times the "average payment a-
locable to a monthly period" without liltiga-
tion or the consent of the lessee. You are ap-
parently referring to the limitation on end-
term liability which Is discussed In 1 220.15
(b) (16) (it). It is staff's opinion that this
limitation on liability applies only to lia-
bility Which is based on the estimated value
of property at the end of a lease term, and
not to liability based upon a contractual
agreement to pay a separate charge fok dis-
position of the property. You will note that
the second sentence in § 226.16(b) (6) roe-
ognizes that there may be charges imposed
upon the lessee at the end of the term which
are distinct from the potential difference be-
tween the estimated and realized values. This
answer assumes, of course, that the disposi-
tion charge was disclosed at consummation,
and is not assessed by the lessor to circum-
vent the limitations Imposed by § 183(a) of
the Consumer Leasilg Act on the lesseo's
end-term liability.

Your final series of questions concerns it
lease in which the lessco's liability at the
end of the term is based upon the estimated
wholesale value of the car, which estimated
value Is $500. The average payment allocable
to a monthly period Is $100. The highest offer
for the car is from the lessee, a retail buyer,
for $500. However, the lessee later withdraws
the offer and refuses to purchase the car. The
lessor accepts the next highest retail offer,
$420, which Includes $400 for the car and $20
for taxes. The lesso, Immediately forWards
$20 to the State taxing authority and retains
the remainder. The actual fair market valuo
of the car at wholesale Is $300. You ask first
whether the lessor is permitted to choose be-
tween the amount received, the fair markob
value, and the highest offer In order to de-
termine the lessee's end of term liability, As
stated in Public Information Letter 1177, the
various methods of disposition provided far
n the definition of "realized value" in 1220.-
2(qq) are alternatives and may be chosen at
the lessor's option. Therefore, tho lessor Is
free to choose which of the three values to
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use as the ' ealazed value." In the fact situ-
ation you have presented, the lessor has
chosen the first of the three alternatives by
selling the vehicle. It is staff's opinion that
"the price received by the -lessbor for the
leased property" as used In the definition of
realized value in § 226.2(qq) may properly
exclude any amount attributable to taxes.
Therefore, in this situation the price re-
celved for the leased property is $400, and
the lessee would be liable for $100.

You also ask whether the lessor, in deter-
nining what Is the "highest offer for dis-
position within the meaning of § 226.2(qq),
must credit the lessee with the amount3 of
offers which have been withdrm*n or re-
neged upon. It is staffs opinion that such
offers need not be considered when determin-
ing what s the highest offer for dispositi6n-

This is an official staff interpretation of
Regulation Z issued n accordance with
§ 226.1(d) (3) of the regulation, and it Is
limited to the.facts and issues as presented
herein. I trust that it will prove helpful to
you.

Sincerely,
JERALD C. XLUCELIAN.

Associate Director.

Board of Governors of the Federal Re-
serve System, November 2, 1977.

THEODORE E. ALLISO ,
Secretary of the Board

[FR Doc.77--32301 led 11-7-77; 8:45 am]

E 4110-03 ]
Title 21-Food and Drugs

CHAPTER I--FOOD AND DRUG ADMINIS-
TRATION, DEPARTMENT OF- HEALTH,
EDUCATION, AND WELFARE

SUBCHAPTER E--ANIMAL DRUGS, FEEDS, AND
RELATED PRODUCTS

PART 522-IMPLANTATION OR INJECT-
ABLE DOSAGE FORM, NEW ANIMAL
DRUGS NOT SUBJECT TO CERTIFICA-
TION

Chorionic Gonadotropin
AGENCY: Food and Drug Administra-
tion.
ACTION: Final rule.
SUMMARY: The animal drug regula-
tions are amended to reflect approval
of a new animal drug application
(NADA) filed by Forbes Labbratorles,
providing for use in cows of an injectable
hormone for treating nymphomania due
to cystic ovaries. This, application re-
flects the National Academy of Sciences/
National Research Council evaluation of
the product.
EFFECTIVE DATE: November 8,1977.
FOR FURTHER INFORMLATEON CON-
TACT:

Robert A. Baldwin, Bureau of Veter-
inary Medicine (HFV-114), Food and
Drug Administration, Department of
Health, Education, and Welfare, 5600
Fishers Lane, Rockville, M) 20857,
301-443-3420.

SUPPLEMENTARY INFORMATION:
Forbes Laboratories Division, The Mogul
Corp., P.O. Box 52, Middleton Wis. 53562,
filed an NADA (103-090V) providing for
Intramuscular or Intrafollicular injection
of chorionic gonadotropin (human) in
cows for treating nymphomania (fre-

quent or constant heat) due to cystlc
ovaries.

'This application concerns a product
that has been demonstrated to be blo-
equivalent to one that wis evaluated by
the National Academy of Sclences/Na-
tional Research Council (NAS/NRC),
Drug Efficacy Study Group. The rezults
of this evaluation were published in the
FEDERAL REGISTER of December 6, 1969
(34 FR 19388). The NAS1NRC evaluated
the product, chorlonic gonadotropin
(human) for injection, as effective for
treating nymphomania due to cystl
ovaries in cattle. The Food and Drug
Administration concurred with the
Academy's evaluation. Supplemental ap-
plications were requested with revised
labeling to reflect concurrence with the
review or adequate documentation in
support of the labeling used.

E. R. Squibb & Sons, Inc., P.O. Box
4000, Princeton, N.J. 08540, filed a sup-
plemental NADA (6-103V) n response
to the NAS/NRC review. The supplement
was approved by regulation published In
the FEDERAL REGISTER of March 2, 1972
(37 FR 4333). Carter-Glogau Labora-
tories Division, Chromalloy Pharmaceu-
ticals, Inc., 5160 West Bethany Home
Rd., Glendale, AZ 85301, also filed an
NADA (47-055V) In accordance with the
NAS/NRC review. The NADA waa ap-
proved by regulation published in the
FEDERAL REGISTER of February 6,1976 (41
FR 5387).

The current regulation for chorionc
gonadotropin for injection is revised to
reflect that the drug has been NASJNRC
reviewed, to specify those conditions of
use that were NAS/NRC approved, and
to serve notice that submission of similar
applications reflecting the same condi-
tions of use need not include data re-
quired by § 514.111 (21 CFR 514.111), but
require submission of bloequlvalency and
safety data.

In accordance with the freedom of in-
formation regulations and § 514.11(e) (2)
(iW of the animal drug regulations, a
summary of safety data and Information
submitted to support approval of this ap-
plication is released publicly. The un-
mary is available for public examination
at the office of the Hearing Clerk CEFC-
20), Rm. 4-65, 5600 Fishers Lane, RocL-
ville, Md. 20857, from 9 am. to 4 p.m.,
'Monday through Friday, except on Fed-
eral holidays.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (sec. 512(1), 82
Stat. 347 (21 U.S.C. 360b(U))) and under
authority delegated to the Commiss-ioner
of Food and Drugs (21 CFR 5.1), Part
522 is amended by revising r; 522.1081 to
read as follows:
§ 522.1081 Chorionic goundotropin for

injection; chorionic gonndotropin
suspension.

(a) (1) Spccifications. Chorionlc go-
nadotropin for injection I- supplied in
10-millliter vials as a lyophillzed powder
in 5,000, 10,000, or 20,000 U.S.P. units
dosage forms with accompanying vial of
sterile diluent.

(2) Sponsor. See sponsor numbers in
§ 510.600(c) of this chapter, as follow.:

(1) Nos. 000003 and 000381 for use of
10,000 U.S.P. units intramuscularly, 2,560
to 5,000 U.S.P. units Intravenously, and
500 to 2,500 US.P. units intrafollicularly.

(I1) No. 032420 for use of 10,000 U.S.P.
units Intramuscularly and 500 to 2,500
U.S.P. units intrafollcularly,

(3) Conditionz of usc-) Aaur.f-
(a) 10,000 U.S.P. units as a single, deep
intramuscular injection.'

(b) 500 to 2,500 U.S. .units for ntra-
follicular Injection.'

(c) 2,500 to 5,000 U.S. . units intrave-
nously.

(il) Indications for use. For p3arenteral
use In cows for treatment of nymphoenma-
nia (frequent or constant heat) due to
cystic ovaries.

il) Limitations. Dosage may be re-
peated in 14 days if the animal's behavior
or rectal examination of the ovaries indi-
Cates the necessity for retreatment. Fed-
eral law restricts this drug o use by or
on the order of a licensed veterinarfam'

(b) (1) Specfications. Chorionic go-
nadotropin suspension, veterinary con-
tains in each milliliter, 750 LU. of chori-
onto gonadotropin suspended in white
wax and sesame oIL

(2) Sponsor. See No. 000986 in §510.-
600(c) of this chapter.

(3) Conditions of usc-(i) Amount. 2
millilters (1,500 LU.) subcutaneously, at
the time of insemination, in the neck or
shoulder region.

(1) Indications for use. The drag is
used as an aid in increasing pregnancy
rate of estrus-synchronized and normal-
cycling helfers.

(l1) Limitatfor-s. The drugisnot to be
used to induce multiple ovulations. Doses
higher than recommended may reduce
pregnancy rate. Federal law restricts this
drug to use by or on the order of a 11-
censed veterinarian.

Effective date. November 8, 1977.
(SeM 12(1). 82 Staf. 347 (2t U.S.C. 30b
()).)

Dated: October 31, 1977.

FrmD J. K Iz- ,.
Acting Director, Bureau of

Vetcrfny ledicfre.
[F11 Ds ,zr7-0220 FlcI4 11-7-TT;8:45 =4n

[4110-03]
SUCHAPTER J-ADIOLOGICAL. HEALTH

PART 1020-PERFORMANCE STANDARDS
FOR IONIZING RADIATION-EMITTING
PRODUCTS

Diagnostic X-Ray Equipment Performance
Standard

AGENCY: Food and Drug Administra-
tlon.
ACTION: Final rule.
SUsidiARY: This amendment permits,
under certain conditions, inst1alatfon of

I These conditions are NASfNRO reviewed
and deemed effective. Applications: for thesm
uses need not include effectIveness data as
vp~elfled by § 514.111 of this chapter.
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certified beam-limiting devices that do
not provide positive beam limitation
(PBL) Into stationary, general-purpose
x-ray systems. This amendment will en-
courage the improvement of older sys-
tems by reducing the cost of upgrading
them.
DATES: Effective November 8, 1977;
comments by December 8, 1977. -
ADDRESS: Written comments to the
Hearing Clerk (HFC-20), Food and Drug
Administration, Rm. 4-65, 5600 Fishers
Lane, Rockville, Md. 20857.
FOR FURHlIER INFORMATION CON-
TACT:

Thomas B. Shope, Bureau of Radio-
logicalHealth (HFX-460), Food and
Drug Administration, Departnient of
Health, Education, and Welfare, 5600
Fishers Lane, Rockville, Md. 20857,
301-443-3426.

SUPPLEM6NTARY INFORMATION: In
a notice of intent published in the FED-
ERAL REGISTER of April 1, 1977 (42 FR
17494), the Commissioner of Food and
Drugs announced consideration of a
change In the applicability of § 1020.31
(e) (2) (21; CFR 1020.31(e) (2)) along
with other amendments to the perform-
ance standard for diagnostic x-ray sys-
tems. Interested persons were invited to
submit .comments for consideration by
the agency in developing proposbd
amendments to the standard. Based on
the comments received and other infor-
mation described below, the Commis-
sioner has concluded that unnecessary
radiation exposures can be" reduced and
the public health best protected by im-
mediately changing the applicability of
§ 1020.31(e) (2).

This rule changes the manner in which
the requirements for PBL (positive beam
limitation) are applicable to uncertified,
or partially certified, stationary, general-
purpose x-ray systems containing com-
ponents manufactured before the effec-
tive date of the standard, when these
systems are modified by the addition of
a beam-limiting device certified under
§ 1020.30(c) (21 CFR 1020.30(c)). The
amendment will permit the installation
of a beam-limiting device that does not
provide PBL when the beam-limiting de-
vice is added to an x-ray system contain-
ing an uncertified tube-housing assem-
bly, x-ray control, or x-ray table.

The performance standard for diag-
nostic x-ray systems requires in § 1020.30
(d) (21 CFR. 1020.30(d) ) that assemblers
of diagnostic x-ray components manu-
factured after August 1, 1974 install cer-
tified components that are the type re-
quired by §§ 1020.31 and 1020.32. The,
standard has required, in § 1020.31(e)
(2), that stationary, general-purpose x-
ray systems be equipped with beam-
limiting devices that provide PBL. This
requirement has applied to all installa-
tions of certified beam-limiting devices
into stationary, general-purpose x-ray
systems, regardless of whether the x-ray
system itself previously contained any
certified components. As a result, -the
owner of an uncertified, stationary, gen-

eral-purpose x-ray system has been re-
quired to install a beam-limiting device
that provides PBL when it was necessary
or desirable to replace the'beam-limiting
device of an uncertified, stationary, gen-
eral-purpose x-ray system and a suitable,
uncertified beam-limiting device manu-
factured before August 1, 1974 was not.
available.

Comments received on the x-ray
standard when it was initially proposed
stated that this requirement would cause
inadequate beam-limiting devices to re-
main in use because of the added expense
in obtaining PBL devices. Beam-limiting
devices that provide PBL cost from
$2,000 to over $5,000-a typical cost of
adding a PBL device to an existing sys-
tem being about $4,000. This cost may
approach or exceed the value of some un-
certified x-ray systems. Certified beam-
limiting devices that do not provide PBL
cost less than $1,000 installed.

The agency's response to these com-
ments was that uncertified x-ray systems
could be improved at reasonable expense
by the addition of uncertified beam-
limiting devices that provide rectangular,
adjustable x-ray fields, but do not pro-
vide PBL. It was expected that such
variable beam-limiting devices would be
available from either manufacturer's
stocks of 6omponents or from the used
equipment market until these old x-ray
systems are replaced. The Commissioner
has been advised that the availability of
such uncertified beam-limiting devices is
now extremely limited, and many facili-
ties that desire to improve the beam-
limiting devices on their x-ray systems
using this mechanism are unable to do so.

The Commissioner has concluded that
this requirement, when applied to the
installation of certified PBL devices on
mant prestandard x-ray systems, is hav-
ing an adverse effect on the public
health: It is estimated that between 3,000
and 15,000 stationary, general-purpose
x-ray systems currently in use are
equipped with- beam-limiting devices
that do not permit continuous adjust-
ment of the size of the x-ray field or
that provide circular x-ray fields. The
u~e of circular x-ray fields in diagnostic
radiology in conjunction with- rectangu-
lar x-ray film results in significant un-
necessary radiation exposure to patients
because of the larger area of the circular
x-ray field required to fully expose a
rectangular film. The use of beain-limit-
ing devices that provide an adjustable
rectangular x-ray field can result in
reduced patient exposure by eliminating
the mismatch between the circular beam
and the rectangular film. Data from the'
Nationwide Evaluation of X-Ray Trends
survey indicate that a change from a cir-
cular to an adjustable, rectangular x-ray
field will result in a dramatic reduction
in unnecessary exposure. These data also
indicate that the further exposure reduc-
tion that might be obtained by the re-
quirement of PBL in addition to rectan-
gular collimation is a small fraction of
the exposure reduction obtainable in
changing from a circular to rectangular
x-ray field.

Facilities with stationary, general-
purpose x-ray systems having beam-lim-
iting devices providing circular x-ray
fields replace these devices 'with one
providing rectangular x-ray fields for
two principal reasons-either the user
recognizes the patient exposure reduc-
tion possible with - rectangular x-ray
fields and voluntarily replaces the beam-
limiting device, or the facility Is re-
quired to make such a change by the
State or local radiation control regula-
tions or authorities.

The added expense of a beam-llmitinj
device providing PBL over a beam-limit-
ing device providing an adjustable, rec-
tangular field but without PBL has re-
sulted in a reluctance or refusal by many
facilities with inadequate beam-limiting
devices voluntarily to improve their sys-
tems. This added e.pense has also caused
some State radiation control authorities
to be reluctant to force the improvement
of such systems through the addition of
a beam-limiting device providing a rec-
tangular x-ray field when the only de-
vices available are devices providing PBL
at an increased cost.

Comments have said the added cost
of a beam-limiting device providing
PBL is not justified when the PBL device
is added to an x-ray system as a replace-
ment for the original beam-limiting de-
vice and the x-ray system is more than
a few years old, particularly if the x-ray
system is located in a low-workload fa-
cility. Estimates are that more than 80
percent of the stationary, general-pur-
pose x-ray systems having circular x-ray
fields are in facilities where the workload
is fewer than 20 films per week. Based on
an evaluation of the costs and benefits
associated with this requirement, the
Commissioner agrees with Othese com-
ments and concludes that the require-
ment for PBL Is not appropriate for older
x-ray systems.

The Commissioner is, therefore, modi-
fying § 1020.31(e) (2) to permit the in-
stallation of certified beam-limiting de-
vices that do not provide PBL into sta-
tionary, general-purpose x-ray systems
under certain circumstances. The
amendment will maintain the require-
ment for PBL on new, certified, station-
ary general-purpose x-ray systems and
on existing x-ray systems that have been
substantially improved by the addition
of certified components. For these sys-
tems, the requirement for PBL is not an
unreasonable economic burden, and It
increases the potential for reduction of
unnecessary radiation exposure. In ad-
dition, where automatic PBL systems are
used, these systems often free the oper-
ator from having to adjust the size of
the x-ray field and allow concentration
on the other aspects of conducting the
examination.

Section 1020.31(e) (2) is being amend-
ed to require that stationary, general-
purpose x-ray systems be equipped with
beam-limiting devices providing PBL
only If the system also contains a tube-
housing assembly, and x-ray control, and
for those systems equipped with a table,
an x-ray table, all certified under § 1020.-
30(c), Systems not so equipped will be
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required to -have devices that comply the benefit to be derived from fostering
with the requirements of paragraphs (d) the improvement of older systems having
and (e) (1) of § 1020.31 when a certified circular x-ray fields outweighs this po-
beam-limiting device is installed. Instal- tential disadvantage. He also notes that
ation of a device providing PBL will not the concept contained in this amend-
be prohibited; indeed, it is encouraged ment was approved by the Technicalfor all stationary, general-purpose sys- Electronic Product Radiation Safety
tems. Standards Committee, a permanent

The Commissioner is making the PBL statutory advisory committee to therequirement dependent on the system Secretary, Department of Health, Edu-
containing a certified tube-housing as- cation, and Welfare, which must be con-
sembly, x-ray control and table for two sulted before the establishment orreasons. Yirst, these are the components amendment of performance standards
with which the beam-limiting device 'for electronic products.must interconnect for the -proper func- This amendment is being issued as ationing of the system in the PBL mode of final rule rather than first being "-uedoperation. There have been reported in- _a a proposal for public comment be-
stances of the installation of beam-limit- cause there is an Immediate need to per-
ing devices, designed to provide PBL as mit and encourage, at reasonable cost,required by the standard and costing in the improvement of x-ray systems having
excess of $4,000, which, when installed, inadequate beam-limiting devices that
could not function in the PBL mode be- result in unnecessary ex-posure to pa-
cause of noncompatibility with other tients. Without this amendment thecomponents of the system. This amend- standard would continue to discourage
ment will prevent such costly noncom- the improvement of the beam-limitingpatibie a~semblies that offer no imme- devices on many older x-ray systems be-
diate potential for increased exposure cause of the expense required to coin-
reduction over a non-PBL system, ply with the standard. The Commisilon-

Second, the Commissioner concludes er concludes, thereford, that good causethat it is reasonable on economic exists and that the public interest would
grounds to require beam-limiting devices best be served by making this amend-
providing PBL to be installed into x-ray ment to the performance standard ef-
systems having certified tube-housing fective immediately upon Its publication
assemblies, x-ray controls, and x-ray in the FEDERAL RGISTEn.
tables. X-ray systems that have been up- At the same time, the Commissioner
graded by the addition of these certified invites and encourages public comment
components ~ontain components manu- on this action. A 30-day period is pro-factured since August 1, 1974, and there- vided for submission of comments. Corn-fore they gre likely to have a replace- ments should be sent to the Hearing
ment cost and expected useful life that Clerk (HFC-20), Food and Drug Ad-makes the addition of a more expensive ministration, at the address given above.
beam-limiting device providing PBL not Any comments requesting the modifica-unreasonable in terms of the total value tion or revocation of this amendment
of the x-ray system, should be accompanied by all relevant

It should be noted that those facilities data, information, and views upon which
that install certified beam-limiting de-
vices that do not provide PBL into sta- the request is based. The Commissioner
tionary, general purpose x-ray systems amendments to the performance stand-
may be required to replace these devices ardc ening the performance e-
by devices that provide PBL if the sys- ard concerning the performance re-
tem is subsequently modified so that It quired of beam-limiting devices provid-
contains a certified tube-housing assem- ing PBL are being developed and will be
bly, x-ray generator, and x-ray table. published as proposals for comment iii
The Commissioner has determined that the near future. Comments received in
to foster the improvement of existing response to this amendment will be con-
systems and to prevent the assembly of sidered in formulating these additional
essentially new systems that do not pro- amendments, and any necessary modifi-
vide PBL, an x-ray system must con- cation of this final rule will be included
tain a device that provides PBL if it has In the forthcoming proposal.
been improved by the addition of a tube- The Commissioner has carefully con-housing assembly, x-ray generator, and sidered the environmental effects of, the
x-ray table, all of which are certified, amendment, and because the action
and also contains a, certified beam-limit- would not significantly affect the qualityimg device. This requirement is neces- of the human environment, has con-sary even if, on occasion, it may require cluded that an environmental impact
replacement of a previously installed statement is not required. A copy of thecertified beam-limiting device that does environmental impact assessment is onnot provide PBL. file with the Hearing' Clerk, Food and

The Commissioner acknowledges that Drug Administration.
this amendment relaxes a requirement Therefore, under the Public Healthof the standard. As such, it could allow Service Act as amended by the Radiation
some facilities to install non-PBL beam- Control for Health and Safety Act oflimiting devices into uncertified x-ray 1968 (see. 358, 82 Stat. 1177-11'79 (42
systems based solely on considerations of U.S.C. 263f)) and under authority dle-
monetary cost when the condition and gated to the Commissioner (21 CFR 5.1),workloads of these systems justify the Part 1020 is amended In § 1020.31(e) (2)addition of a device providing PBL. The by adding in introductory text to precede
Commissioner, however, concludes that paragraph (e) (2) (i), to read as follows:

§ 1020.31 Radiographic equipment.

(e) 0 0
(2) Positive beam limitation. The re-

quirements of this paragraph shall apply
to stationary, general-purpose x-ray sys-
tems which contain a tube-housing as-
senbly, an x-ray control, and, for those
systems so equipped, a table, all certified
in accordance with § 1020.30(c) of this
chapter.

Effectire date. November 8, 1977.
(Scc. 353, 82 Stat. 11"7-1179 (42 US.C.
263f).)

Dated: November 2,1977.

JosxpP. HnUr,
Associate Commissioner for

Compliance.
[rI' Doc.7-32259 Pled 11-7-77;8:45 mrl

[7710-12]
Title 39-Postal Service

CHAPTER I-UNITED STATES POSTAL
SERVICE

PART 111-GENERAL INFORMATION ON
POSTAL SERVICE

Solicitations In the Guise of Bills, Invoices,
or Statements of Account

AGENCY: Postal Srvice.

ACTION: Final rule.
SUMLMARY: The Postal Service hereby
adopts a rule providing additional pro-
tection for members of the public who
receive mail which is in the form of a
bill, invoice or statement of account,
but which constitutes, in fact, a com-
mercial solicitation. The rule prescribes
how a statutory notice should be dis-
played on such mal to identify it as a
solicitation and to warn that the recipi-
ent is under no obligation to make any
payment unless the offer is accepted.
EFFECTIVE DATE: December 8, 1977.
FOR FURTHER INFORMATION CON-
TACT:

George C. Davis, 202-245-4385.
SUPPLEMENTARY INFORAATION:
Under 39 U.S.C. 3001(d), mail which is
in the form of, and reasonably could be
interpreted to be a bill, invoice, or state-
ment of account due, but which consti-
tutes, in fact, a solicitation for the order
by the addressee of goods or services, is
mailable only if it bears on its face a
notice which Identifies it as a solicitation
and warns that the recipient is under no
obligation to make any payment unless
the offer is accepted. The required notice
may take one of two forms. Under 39
U.S.C. 3001(d) (2) (A), the mail may bear
on its face, in a manner prescribed by
the Postal Service, the following notice:

This is a cr1cltatlon for the order of goods
or service3, or both, and not a bill, Involce,
or statement of account due. You are under
no obligatlon to make any payments on
account of thl offer unle.-3 you accept this
offer.
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The Postal Service has not heretofore
issued regulations prescribing the typog-
raphy, layout, color, or other require-
ments applicable to this statutory notice.

As an alternative, under 39 U.S.C. 3001
(d) (2) (B), the mailer may place on the
solicitation a noticd to the same effect
prescribed by the Postal Service. Acting
under paragraph (2) (B), the Postal
Service has issued regulations con-
tained in Postal Service Manual 123.-
41 which permit any solicitation in the
guise of a bill, invoice, or statement of
account to bear on its face the disclaim-
ers, "This Is Not A Bill," and "This Is
A Solicitation. You Are Under No Obli-
gation To Pay Unless You Accept This
Offer." The regulations also set forth in
detail the location, size of print, color,
and other requirements pertaining to the
disclaimers.

There has been little or no use- of the
disclaimers prescribed In Postal Service
Manual 123.41. Instead, mailers sending
solicitations in the form of bills or state-
ments of account have tended merely to
place the statutory notice of 39 U.S.C.
3001(d) (2) CA) on their mailings, in a
manner little calculated to bring the no-
tice to the attention of the recipients
of the solicitations. The Postal Service
has received numerous complaints re-
garding this practice from postal cus-
tomers, trade groups, and Members of
Congress.

In order to insure that the public re-
ceives the full protection afforded by
39 U.S.C. 3001(d) the Postal Service pub-
lished, on August 31, 1977, a notice of
proposed rulemaking which sought to
establish specific regulatory require-
ments concerning the prominence to be
accorded the statutory notice prescribed
by 39 U.S.C. 3001(d) (2) (A).

Interested persons were invited to sub-
mit written data, views, or arguments
concerning the proposed requirement.
Written comments were received from a
total of 13 individuals and organizations.
These comments were carefully consid-
ered in adopting the amendment to the
regulation set forth below.

All of the commenters favored the pur-
pose of the proposed rule. Some com-
menters, however, recommended action
which would appear to require new leg-
islation, such as the outright banning of
such solicitations from the mails or the
printing of warning notices on mailing
envelopes. We are not certain that these
recommendations, if enacted, would be*
the final or most effective solution to the
problems experienced by members of the
public who rbceive this mail. Such rec-
ommendations, however, are outside the
scope of this rulemaking.

Other commenters suggested alterna-
tive methods of calling attention to the
true nature of the mailing, including the
use -of a 36-point type disclaimer rather
than one in 30-point type as proposed.
We believe that 36-point type would cer-
tainly stand out on a solicitation. How-
ever, we also believe that 30-point type
would stand out and therefore would
accomplish the purpose of the rule while
avoiding possible administrative overkill.

One-commenter suggested that the
-regulation should not permit dilution of
the prominence of the disclaimer with
extraneous language advising the reader
that the disclaimer Is required by law.
We agree and have included,as new .41c
of the final regulation a prohibition
against this practice. We have also, in
the interest of ularity and smoothness
of language, completely rewritten 123.41.

In view of the considerations discussed
above, the Postal Service hereby adopts,
as amended, the following revision of the
Postal Service Manual:
PART 123-NONMAILABLE MATTER-WRIT-

TEN, PRINTED AND GRPHpnc MATTER

* In 123.4 revise .41 to read as follows:

123.4 NONziAu.IA L %VrrEN, PRINTED OR
GRAPHIC MATTER GENERALLY

.41 SOLICITATIONS IN THE GUISE O ZILLS,
INVOICES OH STATEMENTS OF ACCOUNT (39
u.s.c. 3oo (d)Y

Any otherwise mailable matter which rea-
sonably could be considered a bill, invoice,
or statement of account due, but Is in fact
a solicitation for an order, is nonmailable
unless it conforms to .41A or b, below.

a. The solicitation shall bear on its face
the disclaimer prescribed by 39 U.S.C. 3001
(d) (2) (A) in boldface 6apital letters of a
color prominently contrasting with the back-
ground against which it appears, including
all other print on the face of the solicitation,
and at least as large and as bold as any other
print on the face of the solicitation, but not
smaller than 30-point type; or

b. The solicitation shall bear on its face the
notice: TBIS IS NOT A BILL, in capital
letters of a color prominently contrasting
with the background against which it ap-
pears, including all other print on the face
of the solicitation, and at least as large and
as bold as any other print on the face of the
solicitation, but not smaller than 30-point
type. The notice shall be located in accord-
ance with one of the following options:

(1) On the center of the diagonal de-
scribed by a straight line drawn from the
vertex of the lower left corner to the vertex
of the upper right corner; or

(2) Overprinting each portion of the solic-
itation. which reasonably could be consider-
ed to specify a monetary amount due and
payable by the recipient.

In addition, the solicitation shall bear on
its face the disclaimeri THIS IS A SOLICI-
TATION. YOU-ARE UNDER NO OBLIGA-
TION TO PAY UNLESS YOU ACCEPT THS
OFFER. The disclaimer shall be surrounded
by clear space of at least one-quarter inch;
it shall appear in capital letters no smaller
than 18-point. type and of the same color
as the notice required. by the first sentence
of this subsection; and it shall not, by fold-
ng or any other device, be rendered less
prominent than any other information
on the face of the solicitation.
c. The disclaimer required by .41a or the

,notice and disclaimer required by .41b shall
not be preceded or followed by words or
symbols which introduce, modify, qualify,
or explain the prescribed text, such as "Legal
notice-required by law."

d. Any solicitation which states that it has
been approved by the Postal Service or by
the Postmaster General or that it conforms
to any postal law or regulation Is nonmail-
able.

A Post Office Services (Domestic)
transmittal letter making these changes
in the pages, of the Postal Service Man-
ual will be published and will be trans-

mitted to subscribers automatically.
These changes will be published in the
FEDERAL REGISTER as provided in 39 CFR
111.3.
(39 U.S.C. 401(2), 3001 (d) (2).)

ROGER P. CRAIG,
Deputy General Counsel.

[FR DoC.77-32290 Filed 11-7-77;8:45 nm]

" 7710-12 ]
PART 259-SERVICES PERFORMED FOR

I OTHER AGENCIES

Reimbursement of Postal Service for
Non-Postal Services Performed

AGENCY: Postal Service.

ACTION: Final rule.

SUMMARY: By this rule the Postal
Service elaborates the policy It will fol-
low in establishing reasonable Ices and
charges for nonpostal services per-
formed for agencies of the Federal w;
well as state governments. Examples of
these nonpostal services are the sale of
food stamps, the sale of migratory bird
stamps, the receipt of passport applica-
tions, performance of housing vacancy
surveys for'the Federal Home Loan
Bank Board, et4. Our basic purpose in
this matter is to adopt a policy which
will result in prices reasonably related
to the services performed and in con-
sistency of treatment among the varlous
agencies for which services are pro-
vided.
EFFECTIVE DATE: November 8, 1977,
FOR FURTHER INFORMATION CON-
TACT:

Mir. Stuart J. Winston, 202-245-4422.

SUPPLEMENTARY INFORMATION:
On August 30, 1977, the Postal Service
published for public comment in the
FEDERAL REGISTER (42 FR 43647) a no-
tice of proposed rulemaking adding a
new paragraph (b) to 39 CFR 259.1
which would establish -the policy de-
scribed above. No wkItten objections
have been received and the proposed
regulations are hereby adopted without
change and are set forth below.

In 39 CFR 259.1 the last sentence of
paragraph (a) is deleted; paragraphs
(b), (c), and (d) are redesignated (c),
(d), and (q) respectively; and new para-
graph (b) is added reading as follows:
§ 259.1 Government.

(b) Reimbursement. The Postal Serv-
ice establishes reasonable fees and
charges for nonpostal services performed
for agencies of the Federal as well as
State governments. In establishing such
fees and charges, the Postal Service con-
siders the value of time of the personnel
directly involved in the performance of
the service, including direct supervision
and supporting functions, plus the cost
of materials and supplies specifically
sold, used or consumed. Also included is
an element representing a reasonable
share of Postal Service general overhead
costs which are not attributable or as-
signable specifically to any product or
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service. The establishment of such fees
and charges shall be reasonably con-
sistent with the methods employed In
establishing rates and fees for postal
service!l then in effect.

(39 U.S.C. 401(2), 404(6), 411.)
ROGER P. CR [G,

Deputy General Counsel.
[FR Do.7-32291 Filed 11-7-77;B:45 am]

(6560-01]
Title 40-Protection of Environment

CHAPTER I-ENVIRONMENTAL
PROTECTION AGENCY

SUBCHAPTER C-AIR PROGRAMS
[F L 812-6]

PART 52-APPROVAL AND PROMULGA.
TION OF IMPLEMENTATION PLANS

Idaho SO. Control Strategy
AGENCY: U.S. Environmental Protec-
tion Agency.
ACTION: Final rule.
SUMMARY: This rulemaking finalizes
regulations proposed on January 22,1976,
relating to excess emissions due to start-
up, shutdown, or malfunction from the
Bunker Hill Co. smelter located in Kel-
logg, Idaho.
KETFECTIVE DATE: This rulemaking
will become effective December 8, 1977.
ADDRESSES: Environmental Protection
Agency, 1200 Sixth Avenue, Seattle,
Wash. 98101. Environmental Protection
Agency, Public Information Reference
Unit, Room 2922, 401 M Street SW.,
Washington, D.C. 20460.
FOR FURTHER INFORMATION CON-
TACT:

Clark I. Gaulding, Chief, Air Programs
Branch, Environmental Protection
Agency, Region X (MS 625), 1200 Sixth
Avenue, Seattle, Wash. 98101, 206-442-
1230.

SUPPL TARY INFORMATION:
In response to EPA's January 22, 1976,
proposalof regulations which require the
reporting of excess emissions to the Ad-
ministrator, various comments have been
raised by the owner and operator of the
subject smelter. This notice discusses
those comments; further detail may be
obtained in the Agency's analysis of pub-
lie comment (the "analysis"l'. Those
comments objected to the proposed reg-
ulations because: (1) The proposal does
not grant an automatic exemption from
the emission limitations upon compli-
ance-with the reporting requirements;.
(2) there is no exemption relating to
excess emissions resulting from the phas-
ing in or out of process and control
equipment or from routine maintenance
of this equipment; (3) the enforcement
discretion/reporting concept is claimed

%The anaiys1s is incorporated herein by
this reference and Is available for inspection
at-the Agenc's Seattle ofMce

to be inconsistent with the Agency's
alleged approval of State malfunction
provisions which exempt sources from
applicabla emission limitations during
periods of excess emissions.

The Clean Air Act Amendments of
1977- which were enacted August 7,1977,
made certain changes In the treatment
of primary nonferrous smelters. Princi-
pally relevant to this rulemaking are the
provisions of new Sections 119, 123, and
302(k). These provisions essentially en-
dorse EPA's existing policy for the in-
terim control of nonferrous smelters but
remove the implementation of that
policy from the State TInplementatiOn
Plan (SIP) framework. A new mecha-
nism "primary nonferrous smelter
orders", developed in accordance with
§ 119 of the Act Is now n place for imple-
menting that policy. Under Section 406
of the 1977 Amendments, however, exist-
ng SIP provisions and related litigation
are preserved.

In the pending case of The Bunker
Hil Company v. EPA (9th CMr., No. 75-
3670), the Court has remanded to EPA
for further proceedings the principal
regulation to which this upset/malfunc-
tion regulation applies. The Court's July
5, 1977, opinion stated that an upset pro-
vision was a necessary corollary to the
principal regulation. For those reasons,
and because the upset regulation pro-
mulgated today does not by Itself Impose
requirements inconsistent with the 1977
Amendments, EPA believes It proper to
proeed with this rulemaking. The
Agency has also advised the Court In the
Bunker Hill case that It intends to do
this and also to consider the principal
regulation together with this upset regu-
lation in the remand proceeding. With
respect to other smelters not in these cir-
cumstances, different treatment may be
appropriate.

DiscRaEzro vs AurozmAzc EEmIPrroN
The claim that an emission limitation

exemption should be automatic during
periods of excess emissions due to start-
up, shutdown or malfunction is based on
-the smelter's contention that to penalize
an operation for emissions that are
beyond the control of a prudent operator
Is unreasonable. The Administrator
agrees that the imposition of a penalty
for excess emissions caused by circum-
stances beyond the control of the opera-
tor would not be appropriate.

However, while the Administrator rec-
ognizes that relief should be afforded
during unavoidable upset situations, it is
his view that the automatic granting of
a regulatory exemption for these periods
of excess emissions is not the optimal
remedy. First, such a regulation would
diminish the smelter's Incentive to de-
velop better operating and maintenance
procedures by encouraging the smelter
to claim, after every period of excess

2Pub. L. 95-95, 91 Stat. 0W, 42 U.S.C.
J 7401 et seq. The Clean Air Act which vwa
formerly claslfled to 42 U.S.C. 1 1857 et seq.
has been transferred and is now claWfled as
above.

emissions, that an exemption s war-
ranted. Second, if the operator of the
smelter were so inclined, It would be
relativelz easy for the Company as a
result of the burden of proof placement,
to effectively block all Federal enforce-
ment against the smelter. Finally, where
standards are being achieved through
the interim use of dispersion techniques
in combination with only a floor level of
constant controls, such as an acid plant,
a provision exempting malfunction peri-
ods from applicable emission limitations
would In effect be condoning emissions
which exceed that floor level of constant
controls. While It is appropriate to for-
bear from enforcing where the malfunc-
tion is beyond the control of the source,
EPA believes It would be inconsistent
with the requirements of Sections I10,
119, 123, and 302(k) of the Act to permit,
by automatic regulatory exemption,
emission levels to exceed the constant
control floor level.

It is the Agency's position that in light
of the enforcement mperatives of Sec-
tions 110 and 119 of the Act the better
approach Js to place the burden of prov-
ing the existence of an unavoidable mal-
function on the source. The Agency be-
lieves the procedure best-suited to ac-
complishing the goal of excusing un-
avoidable malfunctions without under-
mining the impetus towards sound op-
erating and maintenance procedures is
to allow the source to show, after an
episode of excess emissions, that the vi-
olation was due to an unavoidable mal-
function. Whether further enforcement
action would follow such a notice would
be a matter of enforcement discretion
resulting from an evaluation of that
showing.

Retention of discretion under this ap-
proach not only encourages the con-
tinued improvement In the operation of
a smelter and Its attendant control
equipment but also affords an ample
opportunity (under the protection of
Section 113 of the Act) for the owner
and operator of a smelter to Identify
malfunctions and upsets beyond his rea-
sonable control prior to imposition of
any administrative or judicial liability.
The enforcement discretion upon which
this approach Is based will be exercised
as described below.

Upon receipt of the smelter's submis-
sion of the report of excess emissions re-
quired under Section 52.676(b) (3) (v) of
this subpart, a Notice of Violation will be
issued. This procedure is consistent with
the decision in Wisconsin Environmental
Decade v. Train, 395 F. Supp. 313 (W.D.
Wis., 1975), and other district court
rulings. After the issuance of the notice,
the Administtator will consider (in ad-
dition to the report required by the regu-
lations) any information developed by
the source which more fully explains
the circumstances of the violation and
the source's actions in response thereto.
To be considered by the Administrator
any such information must be provided
to the EPA in a timely fashion. This in-
formation will be used in evaluating the
cause of the violation, its seriousness,
and any good faith efforts of the owner
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or operator of the smelter to comply
(e.g. the degree to which proper mainte-
nance procedures and emission control
techniques have been employed) and in
determining whether further . Agency
action is appropriate.

In his assessment of the circumstances
of the emission of pollutants in excess
of the applicable emission limitations,
the Administrator will determine
whether:

(1) The air pollution control equipment,
process equipment, or processes were at all
times maintained and operated, to the max-
Imum extent practicable, In a manner con-
sistent with good practice for inimlzing
emissions;

(2) Repairs were made in an expeditious
fashion when the smelter operator knows
or should have known that applicable emi-
sion limitations were being exceeded Offshift
labor and overtime must have been utilized
to insure that such repairs were made as
expeditiously as possible;

(3) The amount and duration of the ex-
cess. emlssions (including acid plant bypass)
were minimized to the maximum extent
practicable during periods of such emissions;

(4) All possible steps were taken to mini-
mize the impact of the excess emissions on
ambient air quality;, and

(5) The excess emissions are not part of
arecurring pattern indicative of inadequate
design, operation or maintenance.

If each of these determinations is af-
-firmative in the opinion of the Agency,
it would be concluded that no additional
course of action could reasonably have
been expected of the owner or operator.
Accordingly, the Administrator would
not follow the Notice of Violation with
any further enforcement actions.

This regulation will not result in the
imposition of any penalty on the Com-
pany for genuinely unavoidable mal-
functions or upsets, and therefore will
not result in the mposition, of techno-
logically infeasible requirements on the
smelter. Moreover, the regulations are
enforceable and designed to encourage
the continued development of better op-
erating and maintenance procedures.

In sum, it is the Agency's view that
the approach reflected in this regulation,
which together with the floor level emis-
sion limitations already promulgated
merely requires the Bunker Hill smelter
to utilize good operating and mainte-
nance procedures and, control it, emis-
sions at a level equivalent to, a well de-
signed sulfuric acid plant. This is con-
sistent with both Section 119 of the Act,
and the concerns expressed by the UZ.
Court of Appeals for the Ninth Circuit
in The Bunker HiU Company v. EPA (No.
75-3670).

PHASING IN AND OuT or EQuIPLSENT

For the reasons set forth in the Agen-"
cy's analysis of public comment, the Ad-
ministrator finds that routine phasing
in and out of process equipment is
part of the normal operations of a smel-
,ter and should be accounted for in the
design and Implementation of the oper-
ating procedure for the process and. air
pollution control equil~ment. According-
ly, the. Administrator concludes that it
is reasonable to expect that the smelter

will not exceed emission limitations dur-
ing such periods. If excess emissions
should occur during routine phasing in
and out of process equipment, the excess
emissions will not be considered as mal-
functions unless the source can demon-
strate that such emissions were caused
by a breakdown in the process equip-
ment.

AxruAL AcID PLArT RouTINE
MAXNTENANCE

The proposed upset regulation did not
address periods of acid plant routine
maintenance In the malfunction provi-
sions. This is consistent with the basic
'purpose of the proposed regulation,
which was to address excess emissions
caused by "sudden and unavoidable fail-
ure" of process or control equipment.
Allowing a smelter to operate independ-
ent of the- emission control equipment
during periods when the control equip-
ment is shut down for routine mainte-
nance would be inconsistent with Sec-
tions 110, 119, and 302(k) of the Act.
These sections require that prior tQ al-
lowing a smelter to use dispersion tech-
niques to attain and maintain national
ambient air quality standards (NAAQSY,
the Agency must require it to utilize all
available controls.

Permitting a source to employ disper-
Lion techniques to attain and maintain
national standards without constant
controls during periods of such routine
maintenance is contrary to- these re-
quirements. Thus, routine maintenance
can be considered a- predictable event,
which can be scheduled to a-large ex-
tent at the discretion of a smelter opera-
tor. Through proper planning, routine
maintenance on acid plants can be
scheduled to coincide with maintenance
on production equipment or other smelter
shutdowns. As such, the control equip-
ment is always available when the equip-'
ment it serves is operational. Moreover,
-since any industry, including the smelt-
ing industry7,ha the ability to build and
maintain inventory, the aspect of plan-
ning-routinemaintenance during periods
of smeltershutdown should not be a seri-
ous concern to the smelter operator. This
is more fully'discussed in the analysis.
Consequently, no excess emission will be
allowed during periods of any routine
maintenance.

In addition, permitting excess emis-
sions during periods of annual acid plant
routine maintenance would be inconsist-
ent with the Agency's approach to new
source performance standards (NSPS),
which does not permit excess emissions
during periods -of scheduled mainte-
nance. In cases where Agency policies for
new sources differ from those for exist-
ing sources, the policy for existing sources
is generally more stringent. This is due

- to the fact that the Clean Air Act re-
quires existing sources to be controlled
to protect the public health and welfare
while, except for new source review, the
principal focus for new sources is tech-
nology-based. Were the Agency to de-
part from existing policy and adoPt
maintenance provisions for existing

smelters that were more lenient than the
maintenance approach it has adopted for
new smelters, it would have an impos-
sible enforcement problem In the event
that a smelter chose to expand an exist-
Ing smelting site. Moreover, problems as-
soclated with scheduled annual acid
plant maintenance are essentially the
same whether the acid plant is needed
to meet NSPS or NAAQS. Therefore, the
Agency believes it appropriate to treat
scheduled maintenance under both situ-
ations similarly.

GAS STnEA= BYPASS
The emission limitations promulgated

for the Bunker Hill Company contain a
provision which addresses treatment of
gas streams. Specifically, all SO, gas
streams discharged from the zinc plant
roasters and certain gases discharged
from the lead sintering machine shall at
all times be processed through an SOa
removal facility. Accordingly, whenever
those gas streams are not processed
through such a facility their release to
the atmosphere shall be considered ex-
cess emissions.

STATE MALFUNCTION PrOVISIONS
Bunker Hill has argued that the aP-

proach taken in these regulations Is in-
consistent with various malfunction
regulations approved by EPA as part of
the SIPs submitted by several western
States. In response, It should be pointed
out that the regulations contained in
this rule serve to coordinate the treat-
ment of excess emissions with the SOa
limitations EPA promulgated for the
Bunker Hill smelter on November 19,
1975. To the extent inconsistencies are
present, the Agency Is now undertaking
a review of all State malfunction regu-
lations. Should the review indicate that
the regulations do not satisfy the re-
quirements of Sections 110 and 119 of
the Act, the affected States will be re-
quested to take corrective action. In re-
viewing these regulations the Agency
will focus on the same considerations
that are central to the rulemaking pro-
mulgated herein.

Thus, if, In reviewing the involved
State regulations, it becomes clear that
they have the potential for permitting
violations of the NAAQS by exempting
malfunction episodes from applicable
emission limitations-, those malfunction
provisions will be disapproved on the
grounds that they interfere with attain-
ment of the national standards. Where
ambient standards are being achieved
by virtue of an interim supplementary
control system, a tall stack and reason-
ably available control technology
(RACT), an SIP provision exempting
malfunction periods from applicable
emission limitations, even if ground level
concentrations may not exceed the
NAAQS, would have the effect of con-
doning emissions which exceed the
RACT emission level While penalties
should not be imposed where the mal-
function is beyond the control of the
source, EPA believes that It would be
inappropriate to. condone, by exemption,
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emission levels which exceed the RACT
floor. Accordingly, in evaluating the
SIPs in question, EPA will (as it has done
in this rulemaking) regard as unaccept-
able any malfunction provision which
automatically excuses emission levels in
excess of the RACT floor during mal-
function conditions.

The State of Idaho regulation con-
tained in the SIP is on its face similar to
the Federal regulation being promul-
gated today for the Bunker Hill facility.'
The State regulation requires that a
source report any occurrence of excess
emissions due to a malfunction to the
State agency and it does not specifically
exempt in advance from possible enforce-
ment action excess emissions due to
start-up, shutdown or scheduled main-
tenance. Although in many respects
these regulations are similar; ie., by their
terms no exemption is granted in ad-
vance, they do differ in the significant

-aspect that the Idaho malfunction provi-.
sion have the potential for permitting
violations of NAAQS. In addition, the
Idaho regulations lack specific criteria
for the reports that are to be filed in con-
junction with claimed malfunctions.
- In the absence of reporting require-
ments of the variety required by the reg-
ulation being promulgated tday, the re-
viewing official cannot adequately gage
whether a given excursion episode results
from poor maintenance procedures, or
from an incident that is truly beyond the
control of the source operator. Since the
central theme of the regulation mecha-
nism is a showing that sound main-
tenance procedures have been respon-
sibly employed, the failure of the State
regulation to providea mnechanism by
which such judgment can be made ren-
ders the regulation unacceptable. The
State regulation is also unacceptable in
that a source utilizing a supplementary
control system is not specifically held ac-
countable for exceedences of NAAQS
(within its designated liability area)
during unavoidable episodes of such ex-
cess emissions.

For the reasons set forth above the
Idaho regulation must be disapproved
despite the various common characteris-
tics that it does share with the EPA reg-
ulations promulgated today. Consistent
with the Agency's ongoing nationwide
review of State malfunction regulations,
as previously noted in this rule, 'EPA's
intent is to propose disapproval of the
Idaho malfunction regulation in the very
near future.

OUTLINE OF REGULATIONS

Briefly, the regulations define all pe-
riods of excess emissions as violations of
the applicable emissions standards and
establish a procedure whereby the owner
or operator of the Bunker Hill smelter
may supply additional information to
the Administrator. Although the Infor-

The State regulation bas been qualified
by a-consent decree but this decree was never
submitted to EPA as a revision to the SIP.
This qualification appears to have inter-
Jected automatic exemption into administra-
tion of the regulation.

matlon to be supplied is not limited in
scope. the regulation does require that if
Information is given to the Agency, It in-
clude: (1) Identification of the emission
points; (2) the magnitude of the excesm
emL:sions; (3)- the Identity of the procezs
* or control equipment causing the excess
emissions; (4) the cause and nature of
the excess emissions; and (5) a descrip-
tion of the steps taken by the owner or
operator of the subject smelter to rem-
edy the situation causing the emissions
to prevent a recurrence and to limit the
excess emissions. Finally, nothing in the
regulation relieves the source of Its ob-
ligation to protect national ambient air
quality, standards for SO in its desig-
nated liability area nor precludes the Ad-
ministrator from initiating at any time
any appropriate actions under Sections
113, 119 and 303 of the Act.

A copy of Bunker Hill's comments on
EPA's proposed regulations (and as
mentioned, EPA's analysis of same) are
available for public review at the addrezs
listed at the beginning of this notice.

This rulemaking will become effective
December 8, 1977. Authorization: Sec-
tions 110, 113, 119, 123, 301, 3020:) and
303 of the Clean Air Act as amended (42
U.S.C. 7410, 7413, 7419, 7423, 7601. 7602,
and 7603).

Dated: October 28, 1977.
B.tnP=L BLuSI,

Acting Administrator.

Part 52 of Chapter I. Title 40 of the
Code of Federal Regulatons is amended
as follows:

Subpart N-Idaho
In 52.67, paragraph (b) is amended

by adding subparagraph (0) as follows:

§ 52.676 Control Strategy: Sulfur ox-
ides--Eastern Wallington/Nortlhern
Idaho Interstate Region.

(b) 1:
(6) Compliance with emission stand-

ards: Reporting excess emissions during
periods of start-up, shutdown and mal-
Junction.

(1i) The owner(s) or operator(s) of the
smelter subject to this ection are sub-
Ject to the provisions of this subpara-
graph in regard to excess emisslonli dur-
ing periods of start-up, shutdown and
malfunction.

(H) All terms used in this paragraph
but not specifically defined below shall
have the meaning given them in the
Clean Air Act or Part 51, 52 or 60 of this
chapter.

(a) The term "excess emissions"
means an emission rate which exceeds
any applicable emission limitation pre-
scribed by paragraph (b) (1) of this sec-
tion. The averaging time and test pro-
cedures for determining such exce-s
emissions shall be as specificd as part of
the applicable emilon limitation.

(b) The term "malfunction" means
any sudden and unavoidable failure of
air pollution control equipment or proc-
ess equipment or a process to operate
In a normal and usual manner. Failures

that are caused entirely or in part by
poor maintenance, careless operation, or
any other preventable upset condition
or preventable equipment breakdown
shall not be considered malfunctions.

(c) The term "start-up" means the
setting Into operation of any air pollu-
tion control equipment or process equip-
ment for any purposes, except routine
phasing in of process equipment.

(d) The term "shfitdovrn" means the
ccsation of operation of any air pollu-
tion control equipment or process equip-
ment for any purpose, except routine
phasing out of process equipment.

(e) The term "violation" means any
incident of exces emissions, regdrdles
of the circum-tances of the occurrence.

(Ill) (a) In the case of excess emis-
dons from the smelter subject to this
-ection for which the Administrator has
issued a Notice of Violation, the own-
er(s) or operator(s) of the subject smelt-
er may submit the following data in
order to assist the Administrator in car-
rying out his duties under Section 113
of the Clean Air Act.

(b) Each submisslon shall include, as
a minimum:

(Wi The Identity of the stack and, or
other enislon points where the excezs
emlssions occurred; and

(if) The magnitude of the excezs emis-
sions exprezsed in the units of the appli-
cable emission limitation and the oper-
ating data and calculations used in
determing the magnitude of the excess
emissions; and

(ii) The time and duration of the
exces emissions; and

iv) The identity of the equipment
cauing the excess emissions; and
(v) The nature and cause Cf such

excess eniz-sons; and
(W) The measured or estimated am-

bient SO- concentrations which occurred
or which were expected to occur during
the period; and

(vif) If the excess emissions were the
result of a malfunction, the steps taken
to remedy the malfunction and the steps
taken or planned to prevent the recur-
rence of such malfunction; and

(vii) The steps taken to limit the ex-
cezs emissions and the resultant impact
on ambient air quality; and

(ix) Documentation that the air pol-
lution control equipment, process equip-
ment, or processes were at all times
maintained and operated, to the maxi-
mum extent practicable, in a manner
consistent with good practice for mini-
mizing emissions.

$ivJ At any time, the owner(s) or op-
erator(s) of the smelter subject to this
section has the right to submit data in-
formation or reports to the Administra-
tor, including but not limited to the in-
formation specified in subparagraph (6)
(i11) (b) above, n order to assist the Ad-
ministator in carrying out his statutory
responsibilities under Sections 113 and
303 of the Clean Air Act.

(v) The submittal of information pur-
suant to subparagraphs (6) (Ill) and (iv)
of this paragraph shall be used by the
Administrator in determining the .erf-
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ousness of the violation, whether the
source made a good faith effort to com-
ply, the need for further enforcement
action and the appropriate sanctions, if
any, under the provisions of the Clean
Air Act.

(vi) Excess emissions during periods
of routine maintenance or during rou-
tine phasing in or out of process equip-
ment shall not be considered to be the
result of a start-up, shutdown or mal-
function.

(vii) All SO. gas streams discharged
from the zinc plant roasters and the
strong SO- gas stream discharged from
the lead smelter sintering machine as.
described in subparagraph (1) (1) of this
paragraph that are not processed
through an SO2 removal facility shall be
considered excess emissions.

(viii) In the event that owner(s) or
operator(s) of the smelter subject to
this section has been granted permission
by the AdministrAtor and the/Director
of the Idaho Department of Health and
Welfare to use a supplementary control
system pursuant to the provisions of
Regulation S of the "Rules and Regula-
tions for the Control of Air Pollution in
Idaho" as partially approved in para-
graph (a) of this section, nothing in this
section shall be construed to relieve the
owner(s) or operator(s) of the smelter
subject to this section from his assumed
liability for all violations of any applica-
ble ambient air quality standards which
occur in the designated liability area, in-
cluding those iolations that occur as the
result of a malfunction, start-up or shut-
down.

(ix) Failure of the owner(s) or oper-
ator(s) of the smelter subject to this
section to report periods of excess emis-
sions pursuant to paragraph (b) (3) (v)"
shall be considered a violation of the
proivsions of this subpart.

(x) Nothing in this section shall be
construed to limit the authority of the
Administrator to institute actions under
Section 113 and 303 of the Clean Air
Act or to exercise his authority under
Section 114 of the Clean Air Act.

[PR Doc.77-32343 Filed 11-7-77;8:45 aml

[6820-24]
Title 41-Public Contracts and Property

Management
CHAPTER 1-FEDERAL PROCUREMENT

REGULATIONS
[FPR Amendment 186]

PART 1-16--PROCUREMENT FORMS
New Editions of Standard Forms

AGENCY: General Services Administra-
tion.
ACTION: Final rule.
SUMMARY: This amendment of the
Federal Procurement Regulations pre-
scribes the use of the new" editions of
Standard Form 18, Request for Quota-
tions (February 1977 edition), Standard
Form 33, Solicitation, Offer and Award

(March 1977 edition), and Standard
Form 33-A, Solicitation Instructions and
Conditions (July 1977 6dition). The ac-
tion Is taken in order to physically in-
corporate on the forms the new and
revised provisions which previously were
approved for use In connection with the
prior editions. The intended effect of this
amendment is to eliminate the require-
ment to supplement the forms.
EFFECTIVE DATE: This amendment Is
effective February 28, 1978, but may be
observed as soon as* copies of the forms
prescribed herein are available.

FOR FURTHER INFORMATION CON-
TACT:

Philip G. Read, Director of Federal
Procurement Regulations, 703-557-
8947.

SUPPLEMENTARY INFORMATION;
It is anticipated that copies of the forms
will be available for use by February 28,
1978 and may be obtained by submitting
a requisition in FEDSTRIP/MILSTRIP
format to the GSA regional office provid-
ng support to the requesting activity.

Subpart 1-16.1--Forms for Advertised
Supply Contracts

Section 1-16.101 is amended as follows:
§ 1-16.101 Contract forms.

(a) Solicitation, Offer and Award
(Standard Form 33, March 1977 edition).

(b) Solicitation Instructions and Con-
ditions (Standard Form 33-A, July 1977
edition).

* * * *N *

Subpart 1-16.2-Forms for Negotiatedw
Supply Contracts

Section 1-16.201-1 is revised.as follows:
§ 1-16.201-1 Form prescribed.

Request for Quotations (Standard
Form 18, February 1977 edition) is pre-
scribed for use in obtaining price, de-
livery, and related information from
suppliers in accordance with this section.
(See § 1-16.901-18 for an Illustration of
the form.) Standard Form 36, Continu-
ation Sheet,'may be used with the Re-
quest for Quotations form when addi-
tional space is needed.

Subpart 1-16.7-Forms for Negotiated
Architect-Engineer Contracts

Section 1-16.701 is amended as follows:
§ 1-16.701 Forms prescribed.-

* * * * *

(c) Representations and Certifications
(Construction and Architect-Engineer
Contract) (Standard Form 19-B, June
1976.edition). Item 6 shall be revised by
adding the following representation:

The bidder (or offeror) represents that
(1) he [ ] has developed and has on file.
[ I has not developed and does not have
on file, at each establishment affirmative
action programs as required by the rules and
regulations of the Secretary of Labor (41
CFR 60-1 and 60-2), or (2) he [ 1 has not
previously had contracts subject to the writ-
ten affirmative action program requirement
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of the rules and regulations of the Secre- SuLpart 1-16.9--Uastrations of Forms
tary of Labor. (The above repre sentation
khall be completed by each bidder (or of- Sections 1-16.901-18, 1-16-901-33, and
feror) whose bid (offer) Is $50,000 or more 1-10.901-33-A are revised to Mlmstrate
and who has 50 or more employe-.) the new editions of Standard Forms 18,

. . . . 33, and 33-A.

§ 1-16.901-18 Standard Form 19s Request- for q-cit'aions.
(a) Page I of Standard Form 18.

REOUES T FOR OUOTAIONfl F
(TH;s islor&i CnDERJ

SC ' rC t tV 1W

Gom M UCICATCT *YWUR.rem 35 A~ "Xol FCA TW*."UM UM~?At~Z CL" 4T* &TCTT Inmnv AM L MJ'T =M "L

il.

- I I4
I

NOTF. R rfi-. mint abo be € .. '4 l 31* q~cor.

@.QW+
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(2) Page 2 of Standard Form 33-A.
soats ptt fodt. o1S dte f d.ItUo .1 d~tor~ shot. quozt&M a WismIQrto caiAj Li.!. 1 a tog U a-to

cc?. .bttoo~~ eot o Mtoto at t tb. of thLb sd-2 lkt. . bc aho.. for Wp4s !.t to Cus
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(Sec. 205(c), 63 Stat. 390; 40 U.S.C. 486(c).)
XoTr.-The General Services Administra-

tion has determined that this document does
not contain a maJqr proposal requiring prep-
aration of an Inflation Impact Statement
under Executive Order 11821 and CAB Cir-
cular A-107.

Dated: October 27,1977.

JAY SOLOMON,
Administrator of General Services.

[ Doc.77-32261 Piled 11-7-7;8:45 am]

[ 1505-01]
CHAPTER 6-DEPARTMENT OF STATE

[Dept. Reg. 108.746]
PART 6-6--FOREIGN PURCHASES
Subpart 6-6.8-Balance of Payments

Program

Correction

In FR Doe. 77-30441 appearing In the
issue of Tuesday, October 18, 1977 on

page 55618, the departmental regulation
number was inadvertently omitted. The
heading should read as it appears above.

r 6712-01]

Title 47-Telecommunication
CHAPTER I-FEDERAL

COMMUNICATIONS COMMISSION
[Dacket No. 21324; V21-2873]

PART 73--RADIO BROADCAST SERVICES
FM Broadcast Station In Norfolk, Nebr.

AGENCY: Federal Communications
Commission.
ACTION; Report and order.
SUMnARY: Action taken herein algns
a second Class C FM channel to Norfolk,
Nebr. The channel assignment provides
for an FI station which will furnish
significant first and second FM as well as
second nighttime aural service to sub-
stantial areas and populations.

EFFECTIVE DATE: December 16, 1977.

ADDRESS: Federal Communications
Commission, Washington, D.C. 20554.

FOR FURTHER INFOR.ATION CON-
TACT:

Mildred B. Nesterak, Broadcast Bu-
reau, 202-632-7792.

SUPPLEMENTARY INFORMIATION:

Adopted: November 1, 1977.

Released: November 3, 1977.

In the matter of Amendment of
§ 703.202(b), table of assignments, FM
broadcast stations (Norfolk, Nebr.l.
Docket No. 21324; RM-2873. Report and
order (proceeding terminated) (42 FR
36852).

1. The Commission has before it the
Notice of Proposed Rule Making, adopted
July 1, 1977. 42 FR 36852, proposing the
assignment of F11I Channel 234 to Nor-
folk, Nebr., as its second Class C assign-
ment. The proceeding was instituted on
the basis of a petition filed by Central
Media, Inc. ("Petitioner"). Supporting
comments were filed by petitioner in
which It reaffirmed Its intention to apply
for the channel, If assigned.

2. Norfolk (pop. 16,607), in Madison
County (pop. 27,402),2 is located in
northeast Nebraska, approximately 160
kilometers (100 miles) northwest of
Omaha, Nebr. It presently receives local
service from full-time AlM Station WJAG
and Class C StatiorWJAG-F&M (Chan-
nel 294).

3. Petitioner states that Norfolk Is
northeast Nebraska's major city whose
population has increased 26.3% between
1960 and 1970. It notes that Norfolk has
a diversifled economy with agribusiness
as Its basic economic activity. Petitioner
has furnished sufficlent Information re-
garding the social, governmental and
economic factors which demonstrates
Norfolk's need for an additional local
broadcast station.

4. Channel 234 could be assigned to
Norfolk, Nebr., In conformity with the
minimum distance separation require-
ments. Twelve communities with popula-
tions greater than 1,500 persons would
be precluded if Channel 234 were as-
signed to Norfolk, four of which have
no local aural broadcast service. Alter-
nate channels are available for assign-
ment to these communities should the
need arise.

5. Petitioner states that 445 persons in
a 170 square kilometer (66 square mile)
area would receive a second nighttime
aural service and 46,139 persons in a
5,000 square kilometer (1,868 square
mile) area would receive a third night-
time aural service. All of the second
aural service area plus a small segment
(about 2.5%) of the third FM service
area would receive a first FM service. The
bulk of the latter area would receive sec-
ond FM service as would an additional
undetermined large number of persons

2 Population figures are taken from the
1970 U.S. Census.

'South Dakota: Wagner (pop. 1,655); Ne-
braska: Central City (2,803); St. Paul
(2,0260); Hartington (1,581).
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In the area now receiving two nighttime
Am signals but only one FM signal.

6. We have given careful consideration
to the proposal and believe that Channel
234 should be assigned to Norfolk, Nebr.
The proposed assignment would provide
for an FM station which could render
first and second FM and second night-
time aural service to substantial areas
and populations. It would also provide a
growing community an opportunity to
develop a second local FM broadcast
service.

7. Authority for the adoption of the
amendment contained herein appears In
sections 4(1), 5(d) (l), 303 (g) and (r).
and 307(b) of the Communications Act
of 1934, as amended, and Section 0.281
of the Commission's Rule.

8. In view of the foregoing, It is
ordered, That effective December 16,
1977, Section 73.202(b) of the Commis-
sion's Rules, the FM Table of Assign-
ments, as regards Norfolk; Nebr. Is
amended to read as follovs:

Clhcttfll No.
City: Norfolk, Nebr -------------- 234,294

9. It is further ordered, That this pro-
ceedlifg Is terminated.
(Sec 4, 5, 303. 48 Stat., as amondod, 1000,
1068, 1082; 47 U.S.C. 154, 155, 803.)

FEDERAL COMM=nCATIO13s
Comwssxog,

WALLACE E. JOHNSON,
Chief, Broadcast Bureau.

[R Do=77-32291 Filed 11-7-77,0:46 am]
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proposed rules
This section of the FEDERAL REGISTER contains notices to the public of the proposed Issuance of rules and regulations. The purpse of

these notices is to give interested persons an opportunity to participate In the rule making prior to the adcpticn of the final rules.

[ 6730-01]
FEDERAL MARITIME COMMISSION

[46 CFR Part 510 1
[Docket No. 77-53]

INDEPENDENT OCEAN FREIGHT
FORWARDER BOND REQUIREMENTS

Increase in Amount and Other
Modifications

AGENCY: Federal Maritime Commis-
sion.
ACTION: Enlargement of time to file
comments.
sUARY: Upon request of interested
parties, and good cause appearing, time
within which comments may be filed in
response to the notice of proposed rule-
making in this proceeding (42 FR 56139;
October 21, 1977) is enlarged to and in-
cluding January 20, 1978. Hearing Coun-
sel's replies shall be filed on or before
February 10, 1978. Answers to Hearing
Counsel shall be filed on or before Feb-
ruary 24, 1978.
DATE: Comments on or before January
20, 1978.
ADDRESSES: Comments to: Secretary,
Federal Maritime Commission, Room
11101, 1100 1, Street NW., Washington,
D.C. 20573.
FOR FURTHER INFORMATION CON-
TACT:

F ancis C. Hurney, Secretary, Federal
Maritime - Commission, Room 11101,
1100 L Street NW., Washington, D.C.
20573, 202-523-5725.

SUPPLEMENTARY INFORMATION:
None. ~

FRANCIS C. HUiR1EY,
Secretary.

[FR Doc.77-32348 Filed 11-7-77;8:45 am]

SECURITIES AND EXCHANGE
COMMISSION

E 17 CFR Part 240]
[Release No. 34-14056; File No. S7-722]

INVESTIGATION OF STANDARDIZED OP-
TIONS TRADING AND REGULATION OF
SUCH TRADING; PROPOSED RESTRIC-
TION OF FURTHER EXPANSION OF
PILOT OPTIONS TRADING PROGRAMS;
AND COMMISSION DISAPPROVAL
PROCEEDINGS

Correction
In FR Do-. 77-31156, appearing at

page 56706 in the issue of Thursday, Oc-
tober 27, 1977, make the following
changes:

1. On _jage 56707; third column, the
sixteenth line of the third full paragraph
should read, "tated, in part, by its

awareness that standardized options
trading, absent ap-".

2. On page 56710, second column, the
fifth line of § 240.9b-l(T) (a) should
read "term 'series of options' means all
op-'.

[ 4110-03]
DEPARTMENT OF HEALTH,
EDUCATION, AND WELFARE

Food and Drug Administration

[ 21 CFR Part 131 ]
[Docket No. 75P-0175]

SOUR CREAM AND SOUR HALF-AND-HALF

Withdrawal of Proposal and Termination of
Rule Making Proceeding

AGENCY: Food and Drug Administra-
tion.

ACTION: Withdrawal of Proposal:

SUMlMARY: The Food and Drug Ad-
ministration is withdrawing the proposal
which would have provided for the al-
ternative names "sour cream, directly
set" and "sour half-and-half, directly
set" for those products already required
to be named "acidified sour cream" and
"acidified sour half-and-half," re"pcc-
tively. This action Is taken based upon
the Commissioner's conclusion that the
proposal will not promote honesty and
fair dealing in the interest of consumers.

EFFECTIVE DATE: November 8, 1977.

FOR FURTHER INFORMATION CON-
TACT:

Eugene T. McGarrahan, Bureau of
Foods (EFF-415), Food and Drug Ad-
ministration, Department of Health,
Education, and Welfare, 200 C St. SW..
Washington, D.C. 20204, 202-245-1155.

SUPPLEMENTARY INFORMATION:
Thirty-nine comments were received In
response to the proposal published in the
FEDERAL REGISTER of April 14, 1976 (41
FR 15702) to amend § 131.162 Acdified
sour cream and § 131.187 AcIdified sour
half-and-half (21 CFR 131.162 and
131.187, formerly §§ 18.555 and 18.565).

Twenty-one comments opposcd adop-
tion of the proposal, 17 were in favor and
1 comment related only to cottage cheese
labeling.

1. Twenty of the comments opposing
the proposal stated that the term "di-
rectly set" is not informative to the con-
sumer, does not properly Identify the
product, and is confusing, misleading,
and deceiving, since it does not indicate
differences In additives or proces. Nine
of these opposing comments stated that
a distinction should be made between
sour cream products produced by the
conventional method and those produced
by direct addition of food grade acid.

Six of the oppozig comments stated that
this distinction is needed because some
people who sire allergic to non-cultured
dairy products prefer the cultured prod-
ucts. Seven comments opposing the pro-
posal suggested alternative labeling such
as "non-cultured," "without lactic acid
culture," "soured with food grade acetic
add," "directly acidified," "artificial,"
"Imitation," and "acidified."

The 17 comments supporting the pro-
pozal stated that the "directly set" no-
menclature adequately distinguishes the
products made by the direct acidification
proce s from the cultured products, is

,not mrsleading or negative in its implica-
tion, and accurately describes the prod-
uct. Ten of the comments stated that the
term "acidified" is misleading and non-
informative.

The Commisesoner of Food and Drugs
agrees that use of the alternate term
"directly set" would make a distinction
between sour cream products produced
by the conventional method (microbial
action) and thoce produced by the direct
addition of food grade acid to cream as
now permitted in the cottage cheese
Identity standards. However, the Com-
misioner is of the opinion that the use
of the nomepclature "acidified sour
cream" and "acidified sour half-and-
half" for acidified sour cream products
more adequately informs consumers of
the distinction between the acidified
product and the cultured product. More-
over, the Commiss ioner is of the opinion
that the present standards of identity
for acidified sour cream and acidified
cour half-and-half provide an adequate
distinction between sour cream products
produced by the conventional method
and those produced by direct addition of
food grade acid. Finally, the Commis-
sloner concludes that the term "acidi-
fied," as presently provided for in the
name of the food, is adequate. while the
alternative suggestions may be meaning-
ful, some may not be fully understood
and may cause more confusion among
consumers. He concludes that the use of
the term "directly set" for sour cream
products may have the effect of conceal-
ing the fact of acidification and would
not serve to promote honesty and fair
dealing in the interest of consumers. The
Commissoner, therefore, is withdraw-
ing the proposal.

2. One comment stated that the Food
and Drug Administration should not
have adopted the name "directly set" for
cottage cheese made by the process of
Vidding food grade acid to skim milk to
coagulate the skim milk. Conversely, an-
other comment stated that they were un-
aware of any consumer complaints or in-
quirles regarding the use of the terim"di-
rectly set" or "curd set by direct acidifi-
cation" to differentiate alternative man-
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ufacturing procedures In the Identity
standards of cottage cheese products.

The Commissioner points out that use
of the term "directly set" as part of the
name for cottage cheese made by the
process of direct acidification was not an
issue in the proposal. He notes that the
issues relative to the alternate direct
acidification procedure for making cot-
tage cheese and the name of the food
made by that procedure as well as the
basis for the decision of the Food and
Drug Administration on these issues are
set out in the previous preambles dealing
with this subject. The proposal to pro-
vide for use of the terms "directly set"
or "curd set by direct acidification" was
published in the FEDERAL REGISTER Of
June 25, 1969 (34 FR 9809). The final
regulation ruling on that proposal was
June 16, 1970 (35 FR 9854). A revised
final regulation was published in the
FEDERAL REGxsTER of November 6, 1970
(35 FR 17110). The confirmation of ef-
fective date was published in the FEDERAL
REGISTER of April 20, 1971 (36 FR 7421).
Any person may, of bourse, submit a pe-
tition pursuant to § 10.30 (21 CFR 10.30)
proposing amendments of the standard
of identity for cottage cheese under
§ 133.128 (21 CFR 133.128) with respect
to the terms "directly set" or "curd set
by direct acidification".

3. Five comments stated that the term
"direct set" has been in use for at least
10 years and is understood to mean the
use of concentrated bacterial cultures to
inoculate bulk starter or for direct
vat inoculation of milk ingredients 'with
bacterial culture for the manufacture of
cultured buttermilk, cultured sour cream,
and cottage cheese. Thus, it was their
opinion that the entire cultured-dairy
product industry uses the term "direct
set" to describe the inoculation process.
One comment stated that the use of the
term "directly set" will not achieve uni-
form labeling terminology among dairy
products made by the addition of food
grade acid in lieu of adding a bacterial
culture which converts into lactic acid
varying portions of the lactose content of
the milk derived ingredients used to
manufacture the cultured dairy products.
Since the Commissioner is withdrawing
the proposal these comments are no
longer at issue.
* After considering the comments, re-

ceived on the proposal, the Commissioner
is of the opinion that it would, not be in
the interest of consumers to proceed with
rulemaking procedures in this matter at
this time. If a substantial amount of in-
terest continues in this matter and a
more meaningful and descriptive wname
is proposed for the food prepared by the
acidification of cream or half-and-half,
the Commissioner will consider promul-
gation of an appropriate amendment to
these standards of identity.

The Commissioner concludes that the
proposal to provide for alternative no-
menclature for acidified sour cream and
,acidified sour half-and-half by allowing
"ldur'cream, directly set" and "sourhalf-
and-half, directly set," respectively, as
the name of the food, will not promote

FEDERAL REGISTER, VOL 42, NO.

honesty and fair dealing in the interest
of consumers. Therefore, the proposal is
hereby withdrawn and the rulemaking
proceedings in the matter terminated.

This action is taken under the Federal
Food, Drug, and Cosmetic Act (sees. 401,
701(e), 52 Stat. 1046, 70 Stat. 919, as
amended (21 U.S.C. 341, 371(e))) and
under authority delegated to the Com-
missioner (21 CFR 5.1).

Dated: November 2, 1977.
JOSEPH P. HILE,

Associate Commissioner
for Compliance.

[FR Doc.77-32342 Filed 11-7-77;8:45 am]

[6720-01 ]
FEDERAL HOME LOAN BANK BOARD

[ 12 CFR Part 528 ]
[No. 77-637]

FEDERAL HOME LOAN BANK SYSTEM
Nondiscrimination Requirements

NOVEMBER 2, 1977.
AGENCY: Federal Home Loan Bank
Board.
ACTION: Proposed rules.
SUMM1ARY: The Federal Home -Loan
Bank Board proposes to define an "ap-
plication" for home financing, revoke
obsolete rules used to collect data for its
Fair Housing Information Survey, and
issue new rules for monitoring compli-
ance with the Equal Credit Oportunity
Act (ECOA), Title VIII of the Civil
Rights Act of 1968, and other civil rights
statutes which the Board enforces. All
savings and loan institutions insured by
the Federal Savings and Loan Insur-
ance Corporation (FSLIC) would be re-
quired to follow these rules rather than
the monitoring provisions of Federal Re-
serve Regulation B (12 CFR 202.13). Also,
the Board proposes to conduct a tempo-
rary survey of selected FSLIC-insured
institutions to determine whether lender
designation of home financing ap-
plicants' race and sex, where not volun-
tarily supplied, would strengthen the
Board's ability to detect patterns of un-
lawful lending discrimination.
COmm1ENTS MUST BE RECEIVED ON
OR BEFORE: December 9, 1977.
ADDRESS: Send comIents to the Office
of the Secretary, Federal Home Loan
Bank Board, 320 First Street, N.W.,
Washington, D.C. 20552. Comments
available for public inspection at this
address.
FOR FURTHER INFORMATION CON-
TACT:

Harry W. Quillian, Associate General
Counsel, Federal Home Loan Bank
Board, 202-376-3556, at the above ad-
dress.

SUPPLEMENTARY INFORMATION:
Since the Federal Home Loan Bank
Board enforces various civil rights stat-
utes, including the Equal Credit Oppor-
tunity Act (ECOA), it has decided to

215-TUESDAY, NOVEMBER 8, 1977
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monitor member institutions' compliance
with these statutory requirements under
new rules designed to update 12 CFR
§ 528 and substitute for § 202.13 of Fed-
eral Reserve Regulation B.

New subparagraph (c) of § 528.1 would
define an application for a loan or other
service rendered by member institutions.
Denial of, or other adverse action taken
on, a loan.application made by a natural
person would trigger an adverse action
notice under § 202.9 of Regulation B.

Subparagraph (a) (1) of new § 528.6
would differ from subparagraph (a) (1)
of § 202.13 of Regulation B as follows:
(1) information requested of applicants
will be used for monitoring compliance
with all housing-related civil rights sta-
tutes enforced by the Board, including
the ECOA; (2) "member institution"
would replace "creditor"; and (3) "ap-
plidation for consumer credit relating to
the purchase of residential real property,
where the extension of credit is to be
secured by a lien on such property" would
be replaced by, "an application from a
natural person for a loan or other service
related to a dwelling," for consistency
with other Board regulations, including
the definition In § 528.1(b) of "dwelling,"
which would be substituted for "residen-
tial real property" as defined in § 202.13
(a) (2).

Paragraphs (b) and c) of the pro-
posal would be identical to those para-
graphs in § 202.13 except where "mem-
ber institution" is substituted for "cred-
itor" in the text.

Paragraph (W) would require each
member institution to maintain a loan
application register which would list,
among other things, loan applicant in-
formation required in paragraph (a),
amount of loan, location of property, and
disposition of application. A sample reg-
ister is paragraph (g) of this proposed
§ 528.6.

Paragraph (e) would require insured
institutions to report by race, sex, and
marital status of the applicants, totals
of loan applications received, granted,
and denied or otherwise adversely acted
upon. Such reports would be requested by
the Board from time to time, on forms
which are being designed.

Paragraph (f) would require that rec-
ords pertaining to loan applications be
kept for 25 months.

The Board also proposes to add new
§ 528.6a under which it would conduct a
temporary lender designation survey.
The purpose of this survey, which would
cover one year, is to determine whether
patterns of discrimination in lending
can be more easily detected when a loan
oficial designates the race and sex of an
applicant and joint applicant (if any)
when that information is not voluntarily
supplied. A sample of approximately 500
randomly selected institutions would
provide the Board with the necessary
surveyinformation.

Accordingly, the Board hereby pro-
poses to add paragraph c) to § 528.1,

revoke present § 528.6, and to add new
§§ 528.6 and 528.6, to read as follows:
§ 528.1 Definhion.

(c) Application. An application has
been made when a perzon, orally or In
writing, requests credit, and that re-
quest Is informally or formally approved
or denied, or results in a counteroffer.
The term excludcz gen-ral inquiries
about interest ratez and other loan terms,
but includes all instances when specific
information about the inquirer or dwell-
Ing Is disclosed.
§ 528.6 bronhoring information.

(a) Information to be requested. (1)
For the purpose of monitoring compli-
ance with this Part, each member in-
stitution which receives an application
from a natural person for a loan or other
service related to a dwelling shall re-
quest as part of such application the fol-
lowing Information regarding the appli-
cant and joint applicant (If any) :

(i) Race~national origin, using the
categories American Indian or Alaskan
Nqative; Asian or Pacific Islander; Black;
White; Hispanic; Other (specify);

(i) Sex;
(Ill) Marital status, using the cate-

gories married, unmarried, and sepa-
rated; and

(lv) Age.
(b) Recording forms. Pararaph (a)

questions shall be isted on the applica-
tion form or on a form that refers to
the application.

(e) Disclosure. The applicant and joint
applicant (if any) shall be informed, by
written notice conforming to the one in
.Regulation B's residential loan appli-
cation form, that Information regarding
race/national origin, sex, marital status,
and age is requested by the Federal gov-
ernment to monitor compliance with
Federal nondiscrimination statutes
which prohibit member institutions from
discriminating against applicants on
those bases. The applicant(s) shall be
asked, but not required, to supply this
information. If the applicant or joint ap-
plicant refuses to provide the informa-
tion or Any Part of It, the applicant(s)
shall be asked to note that fact on the
Information form.

(d) Loan application register. For ex-
amination purposes, each member insti-
tution shall maintain a current, readily
accessible loan application register con-
taining information required by the
Board on Its prescribed form.

(e) Reporting. Each member Institu-
tion shall report totals of loan Applica-
tions received, approved, or denied (or
upon which other adverse action (as de-
fined In 12 CER 1202.2(c)) has been
taken) according to the race, se, and
marital status of the applicant and joint
applicant (if any), in such mnner and
on such forms as the Board prescribes.

() .ecord:ccping. Eac member In-
stitution shall retain all documentation
concerning loan applications, including
worksheets, for 25 months.
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§ 528.6a Lender designation survey
(temporary).

Each member institution selected by
the Board for participation in a lender
designation survey shall, on the basis of-
sight and/or surname, designate race and
sex of each loan Applicant and joint ap-
plicant (if any) when such Information,
is dot voluntarily supplied for purposes
of paragraph (a) of this section, and
shall report survey data in such manner
and on such forms as the Board pre-
scribes.
(Title VIII, The Housing and Community
Development Act of 1977. Pub. L. 95-128;
Title VII, Pub. . 93-495 (15 U.S.C. 1691);
title VIII Pub. . 90-284, 82 Stat. 81 (42
U.S.C. 3601-3619), 16 Stat. 144, 14 Stat. 27
(42 U.S.C. 1981, 1982); EO 11063. 27 F
11827; sec. 17, 47 Stat. 731, as amended (12
U.S.C. 1437); sees. 402, 403, 407, 48 Stat. 1256,
1257, 1260, as amended (12 U.S.C. 1725, 1726,
1730); sec. 5, 48 Stat. 132, as amended (12
U.S.C. 1464); Reorg. Plan No. 3 of 1947, 12
FR 4981, 3 CFR 1943-48 Comp. 1071.)

By the Federal Home Loan Bank
Board.

J. J. FnrK,
Secretary.

[FR Doc.77-32220 Filed 11-7-77;6:45 am]

[6712-01]
FEDERAL COMMUNICATIONS

COMMISSION
E 47 CFR Part 68 J

[Docket No. 21459; FCC 77-76I

TELEPHONE EQUIPMENT
REGISTRATION PROGRAtM

Extending the Grandfather Dates

AGENCY: Federal Communications
Commission.
ACTION: Proposed Rulemaking.
SUMIMARY: New FCC regulations re-
quire manufacturers. of telephone equip-
ment to register that equipment with the
FCC before it is available for use by
consumers. To assure an orderly transi-
tion for the FCC's registration program,
the FCC is proposing to extend the
phase-in period for an additional year
and a half to allow manufacturers and
suppliers to use up existing inventories.

DATES: Comments must be received on
or before November 17, 1977, and Reply
Comments must be received on or before
November 28, 1977.

ADDRESSES: Federal Communications
Commission. Washington, D.C. 20554.

FOR FUR1THER INFOR£ATTION CON-
TACT:

{' Stanford B. Weinstein, Policy and
Rules Division, Common Carrier Bu-
reau, 202-632-9342.

Adopted: November 1, 1977.

Released: November 4, 1917.

In the matter of Amendment of § 68.2
of the Commission's rules to extend the
grandfather dates of the telephone

equipment registration program, Docket
No. 21459.1. In its various decisions in Docket
No. 19528,1 the Commission has estab-
lished a registration 'program (Part 68
of the Commission's rules and regua-

"tions) designed to allow consumers to
connect terminal equipment to the na-
ionwide telephone network without us-
ing carrier-supplied protective couplers
(connecting arrangements). This pro-
gram is applicable both to equipment
provided by users (customer-supplied
equipment) and to equipment provided
by telephone companies (carrier-sup-
plied equipment)2- After lengthy court
litigation in which the registration pro-
gram was upheld, the program Is now ir
effect for all. types of telephone terminal
equipment.

2. The grandfather provisions in Part
68 of the Commission's rules are con-
tained in § 68.2, and provide that:
Section 68.2 Scope.

(a) Except as provided for in paragraphs
(b) and (c). the rules and regulations in
this part apply to the direct connection aftr
May 1, 1976 of all terminal equipment other
than coin telephones, and PBX and key tele-
phone equipment to the telephone network
for use in conjunction with all services other
than party line service, and to the direct
connection after August 1, 1976 of an termi-
nar equipment other than coin telephones
to the telephone networl, for use in con-
junction with aU services other than party
line service.

(b) Unless otherwise ordered by the Com-
mission, all items of equipment, other than
PBX and key- telephone equipment, of a

The registration program was established
in a First Report and Order (hereafter, No-
vember Order), 56 F.C.C. 2d 593 (1975). and
initially applied to all terminal equipment
other than PBXs, key telephone equipment.
main telephones and coin telephones. On
February 13, 1976, the Commission issued a
Memorandum Opinion and Order, 57 F.C.C.
2d 1216, in reconsideration of the Novem-
ber Order which generally affirmed the con-
clusions and principles of the November
Odeer, but which established certain "grand-
father" provisions concerning equipment
installed during a transition period estab-
lIshed for phasing in registration of terminal
equipment. On. March 15, 1976, the CommLs-
slon released a Memorandum Opinion and
Order, 58 F.C.C. 2d 716, which substantially.
modified the registration program's tech-
nical standards. In a. Second Report and Or-
der released March 18, 1976, 58 F.C.C. 2d 736,
the Commission extended the registration
program to, Include PBXs, key telephone
equipment and main telephones (leaving
coin telephones and equipment connected
with party-line telephone service excluded
from the scope of the registration program).
In response to petitions for clarification of
earlier rulings in this proceeding, the Com-
mission released a Memorandum Opinion
and Order on April 28, 1976, 59 F.C.C. 2d 83,
which, among other things, clarified t)ie
grandfather provisiong and transition period
requirements of Part 68 of the Commission's
Rules. On October 18, 1976, the Commission
released a Memorandum Opinion ant Order,
FCC 76-928, which generally affirmed its
March 18, 1976 Second Report and Order.

2 56 F.C.C. 2d at 601.

type directly connected to the network as
of May 1, 1976 may be connected thereafter
up to January 1, 1978--and may remain con-
nected for life--without registration, unless
subsequently modified.

(c) Unless otherwise ordered by the Com-
mission, all PBX. and key telephone equip-
ment of a type directly connected to the
network as of August 1, 1976 may be con-
nected thereafter up to January 1, 107B--and
may remain connected for life--without reg-
istratlon, unless subsequently modified.

3. The effect of this rule as It relates
to equipment other than PBX and key
telephone equipment 5 is as follows:

(a) Installations before May 1, 1070. Any
equipment lawfully connected to the tele-
phone network before May 1, 1970, may con-
tinue to be so connected without registra-
tion. The Part 68 rules generally do not ap-
ply to such equipment Installationo,

(b) Installations between May 1, 1970 and
Tanuary" 1, 1978. Equipment installed during
this time period nmy be connected in one of
three manners. First, if the equipment ig
registered pursuant to Part 68 of the rules,
It may be directly connected to the telephone
network. Second, if the equipment is of a
type directly connected to the network as
of May 1, 1076, such equipment type is grand-
fathered"' and may be directly connected to
the the network without registration. Third,
if- the equipment Is neither registered nor
grandfathered, it may be connected through
registered or grandfathered protective cir-
cuits (couplers), which may be supplied by
either the carrier or the customer.

(c) Installations after January 1, 1978,
All equipment directly connected to the tele-
phone network after January 1, 1978 must
be registered pursuant to Part 68 of the
rules. Equipment may also be connected
through protective circuitry registered pur-
suant to Part 68 of the rules.

4. Following the Commission's deci-
sions in Docket No. 19528 establishing
the registration program, certain partics
appealed these decisions to the U.S.
Court of Appeals for the Forth Circuit
and to the United States Supreme Court.
As a result of a stay issued by the U.S.
Court of Appeals, the Commission's de-
cislons did not become effective as they

.relate to main and extension telephones,
PBXs, key telephone systems, and ill
carrier supplied equipment. On October
17, 1977, following this lengthy court liti-
gation in which the registration program
was upheld, the program became effec-
tive for all types of telephone equip-
ment.

5. Now that the program Is In effect
for all types of equipment, and in order
to assure an orderly transition during
which the various suppliers may use up
existing inventories and bring their
equipment into compliance with our
rules and secure rbgistration, we are pro-
posing to extend the grndfather date3

aRules concerning the connection of PnX Z
and key telephone equipment will not be ad-
dressed herein, but will instead be treated
in the continuing proceedings in Docket No.
19528.

'For a complete discussion of the torms
"directly connected" and "of a type," as well
as other clarifications of the grandfather
provisions, see 59 F.C.O. 2d 83 (100),
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as set out below. This will allow the con-
tinuation of all three options stated In
paragraph 3(b) above for a limited ad-
ditional period.

6. For the sake of clarity, the follow-
ing discussion will refer to the two dates
in the rules as the "eligibility date"
(presently May, 1976) and the "register
on date" (presently January 1, 1978).

7. With respect to telephone instru-
ments, the registration program became
effective for the first time on October 17,
1977. In order to allow for the non-dis-
criminatory connection of new models
which have been made available and di-
rectly connected since May 1, 1976, we
are proposing to change the grandfather
eligibility date from Mlay 1, 1976 to Jan-
uary 1, 1978. In addition, to allow man-
ufacturers and suppliers the time neces-
sary to have their products registered
and to use up existing inventory, we are
proposing to establish a new register
only date of July 1, 1979, at which time
the grandfather, or transition, period
will end for telephones.8. With respect to data and ancillary
equipment, the registration program has
been in effect since June 16, 1976 for
customer-provided equipment and since
October 17, -1977 for carrier-provided
equipment. With this class of equipment,
we also intend to maintain non-discrimi-
natory treatment. However, since this
class of equipment has already been sub-
ject to the the registration program for
almost 11 years, we feel it would be
imprudent and may unnecessarily com-
plicate the existing program if we were
to change the grandfather eligibility
date for this class of equipment. There-
fore, we are proposing to let the eligibil-
ity date remain unchanged at lay 1,
1976 for data and ancillary equipment.
However in order to allow carriers and
their suppliers to bring their equipment
into'full compliance with the program,
we are proposing to extend the register
only date to July 1, 1979, at which time
the grandfather, or transition, period
will end for data and ancillary equip-
ment.

9. Accordingly, it is ordered, Pursu-
ant to sections 4(i), 4(j), 201-205, 215,
218, 220, and 403 of the Communications
Act of 1934 (47 U.S.C. 154(1), 154(j),
201-205, 215, 218, 220, and 403). that a
proposed rulemaking is hereby instituted
in the above-titled matter.

10. It is further ordered, That inter-
ested parties may file comments on the
proposed rule changes set out in the Ap-
pendix hereto no-later than November
17, 1977, and that replies to such com-
ments may be filed no later than Novem-
ber 28, 1977. In accordance with the pro-
visions of -§ 1.419 of the Commission's
rules (47 CFR 1.419), an original and 5
copies of all statements, briefs or com-
ments shall be furnished the Commis-
sion. All comments received in response
to this Notice will be available for public
inspection in the Docket Reference Room

5 Of course any equipment -which is neither
registered- nor grandfathered may still be
connected through protective circuitry.

in the Commission's Offices in Washing-
ton, D.C.

FEDERAL COMM. xCATIOI.S
COB WSXTo

WLLIm J. ThiCAnIcO,
Acting Secretary.

In § 68.2, paragraphs (a), (b) and (c)
are amended and paragraph (d) Is added
and reserved to read as follows:

§ 68.2 Scope.

(a) General. Except as provided for
in paragraphs (b), (c), and (d) of this
section, the rules and regulations in this
part apply to the direct connection of
all terminal equipment to the telephone
network, for use in conjunction with all
services other than party line service and
coin service.

(b) Telephones. All telephones of a
type directly connected to the telephone
network as of January 1, 1978 may be
connected thereafter up to July 1, 1979--
and may remain connected for life-
without registration, unless subsequently
modified.

(c) Data and Ancillary Equipment.
All data and ancillary equipment of a
type directly connected to the telephone
network as of May 1, 1976 may be con-
nected thereafter up to July 1, 1979--
and may remain connected for life-
without registration, unless subsequently
modified.

(d) [Reserved]
[FR Doc.77-32260 Filed 11-7-77;8:45 am]

[6712-01 ]
[47 CFR Part73]

[Docket No. 2140; B -2913]

FM BROADCAST STATION IN
BURUNGTON, COLO.

Proposed Changes In Table of Assignments

AGENCY: Federal Communications
Commission.

ACTION: Notice of Proposed Rule Mak-
ing.

SUM ARY: Action -hereln proposes the
assignment of Class C FM Channel 281
to Burlington, Colorado. Petitioner,
KNAB, Inc., states that the proposed sta-
tion would provide an aural broadcast
service to people residing in sparsely
populated areas.

DATES: Comments must be filed on or
before December 16, 1977, reply com-
ments on or before January 5, 1978.
ADDRESSES: Federal Communications
Commission, Washington, D.C. 20554

FOR FURTHER INFORMATION CON-
TACT:

Alildred B. Nesterak, Broadcast Bu-
reau 202-632-7792,

SUPPLEINTARY INFORMATION:
Adopted: November 1, 1977.

Released: November 4,1977.
In the matter of amendment of j 73.-

202 (b), Table of Assignments, FMBroad-
cast Stations. (Burlington, Colorado).

1. Petitioner, Proposal and Comments:
(a) Notice of Proposed Rule Making

Is given concerning amendment of the
FM Table of Asslg=ments § 73.202(b)
of the Commislon's Rules) as concerns
Burlington, Colorado.

(b) A petition for rule making" was
filed by KNAB, Inc. ('petitioner"), li-
censee of daytime-only AM Station
KNAB, Burlington, Colorado, proposing
the assignment of Class C Channel 281
to Burlington, as a first FU assignment.
No responses to the petition were re-
celved.

2. Community Data:
(a) Location: Burlington, seat of Kit

Carson County, is located 240 kilometers
(150 miles) east of Denver, Colorado.

(b) Population: Burlington-2,828;
Kit Carson County-7,530V

(c) Local Broadcast Service: Burling-
ton Is presently served by a daytime-
only AM Station (KNAB), licensed to
petitioner.

(d) Economic Data: Petitioner states
that Burlington's population has in-
creased 35% during the period betweenx
1960 and 1970. We are told that it is the
principal economic center of Kit Carson
County. In support of Its proposal, peti-
tioner submitted information with re-
spect to education, civic organizations
and Burlington's form of government.
The community has no local newspaper.

3. Preclusion Studies: Thirty com-
munities with populations greater than
1,000, would be precluded on one or more
channels if Channel 281 were assigned to
Burlington, twentyl of which have no
FM assignments or FU stations. How-
ever, petitioner shows that Class A chan-
nels are available for assignment to the
precluded communities.

4. Additional Considerations: Al-
though It has been the usual Commission
policy to assign Class C channels only
to communities of over 10,000 persons,
exceptions have been made when the
assignment would result In providing a
large first or second FM service or when
the assignment of a Class C channel
would enable a large rural area to be
served. In its Roanoke RapidslAnamosa
study, petitioner has shown a compari-
son between the service that would be
provided by a maximum facility Class A
.station and the service that would be
provided by the proposed Class C facility
as follows: A Class A station would pro-
vide a first F= service to 405 people in
an area of 600 square kilometers (232

2 Public ZNotica of tha petitlon was given
on June 28, 1977 (Report No. 1058).2 Population flgures are tken from the
170 US. Census.

'Colorado: Wray (pop. 1,953); Limon
(1.814); Akron (1,775); Brush (3,37); Las
Anita (3,148Y; Holyoke (1,640); Xansas: St.
Financls (1,725); Tribune (1,013); Sharon
Springs (1.012); Atwood (1,633); Oakley
(2,327): Syracuce (1,720); Leoti (1,916);
Nebraoka: Benkelman (1,349); Imperial
(1,639); Cambridge (1,145); Cozad (4,219);
Gothenburg (3,154); Curtis (1,168); Grant
(1,099). Brush, Colorado, and Cozad, Xe-
braska, have AM statons.

'See Lyons, Kansas, 42 F.C.C. 2d 215 at 216
(1973).
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.square mile s, a second FM serVice to
4,075 people in an area of 1,065 square
kilometers (411 square miles), and a
second nighttime aural service to 405
people in a 600 square kilometer (232
square miles) area.- A Class C station
operating with 27 kilowatts and antenna
height of 107 meters (350 feet) a.a.t.,
would provide a first FMf service to 2,331
people in an area of 2,450 square kilom-
eters (945 square miles), a second FM
service to 5,178 people in a 2,850 square
kilometer (1,098 square miles) area, and
a second nighttime aural service to 2,331
people in an area of 2,450 square kilom-
eters (945 square miles).

5. Based on an examination of peti-
tioner's proposal, there appears to be a
basis for considering this proposal as
warranting an exception to our general
policy in order to provide the services
noted as well as to provide for aural
broadcast service to people residing in
sparsely populated areas.

6. Accordingly, the Commission pro-
poses to amend the FM Table of Assign-
ments (Section 73.202(b) of the Com-
mission's Rules) with regard to Burling-
ton, Colorado, as follows:

ChanelNo.
City Pxcs~mt Proposc

Burllngtou, Cole ------- 281

7. The Commission's authority to in-
stitutb rule making proceedings; show-
ings required; cut-off procedures; and
filing requirements are .contained in the
attached Appendix and are incorporated
by reference herein. NOTE: A showing of
continuing interest is req.lred by para-
graph 2 before a channel willbe assigned.

8. Interested parties may file com-
ments on or before December 16, 1977,
and reply comment on or before Janu-
ary 5, 1978.

FEDERAL COMMncATIONS
CoMMSSIONS,

WALLACE- E. JOHiS01r
Chief, BroadcastBureau.

Amsnx
1. Pursuant to authority found In Sections

4(1). 5(d)(1), 303 (g) and (r), ana 307(b)
of the Communications Act of 1934, as
amended, and Section 0.281(b) (6) of the
Commisslon's Rules, it Is proposed to amend
the FM Table, of Assignments, Section 73.02
(b) of the Commission's Rules and Regula-
tions, as set forth in the Notice- of Proposed
Rule Making to which this Appendix is
attached.

2. Showings required. Comments are in-
vited on the proposal(s) discussed in the
Notice of Proposed Rule Making to which
this Appendix is attached. Proponent(s) will
be expected to answer whatever questions
are presented n initial commentz. The pro-
ponent of a proposed assignment is also
expected to file comments even If it only
resubmits or incorporates by reference Its
former pleadings. It should also restate its
present intention to apply for the channel if
It Is assigned, and. if authorized, to build
the station promptly. Failure to file may lead
to denial of the request.

3. Out-off procedures. The following pro-
cedures will govern the consideration of
filings in this proceeding.

(a) Counterproposals advanced in this
proceeding itself will be considered, if ad-
vanced in initial. comments, so that parties
may comment on them in reply comments.
They will not be considered if advanced in.
reply comments. (See § 1.420(d) of the Com-
mission Rules.)

(b) With respect- to petitions for rule
making which conflict with the proposal(sl
in this Notice, they will be considered as
comments in the proceeding, and Public
Notice to this effect will be given as long
as they are filed, before the date for filing
initial comments herein. If filed later than
that they will not be cousider6d in connec-
tion with the decision in this docket.

4. Commenfs and reply comments,; serv-
ice. Pursuant to applicable procedures set out
In Sections 1.415 and 1.420 of the Cora-
mission's RuleT and Regulations, interested
parties may file comments and reply com-
ments on or before the dates set forth in
the lNotice of Proposed Rule Making to
which this Appendix s attached. All sub-
missions by parties to this proceeding or
persons acting on. behalf of such parties
must be made in- written comments, reply
comments, or other appropriate pleadings.
Comments shall be served on the petitioner
by the person filing the comments. Reply
comments shall be served on the person(s)
who fied comments to which the reply Is
directed. Such comments, and reply com-
ments shall be accompanied by a certificate
of service. (See § 1.420 (a), (b), and.(c) of
the Commission Rules.)

5. Number of copies- In accordance with
the provisions of Section 1.420 of the Com-
mission's Rules and Regulations, an original
and four copies of all comments, reply com-
ments, pleadings, briefs, or other documents
shall be furnished the CommissIon.

6. Public inspecffon of filings. Al filings
made in this proceeding will be available for
examination by interested parties during
regular business hours in the Commission's
Public Reference Room at its headquarters,
1919 M Street NW., Washington, D.C.

[FIRDoe.77-32297 Fled U-7-TT;8:45 am]

[ 6712-01].
E 47 CFR Part 73 ]

[Docket No. 21458; MI-29511

FM BROADCAST STATION IN
FALLS CITY, NEBR.

Proposed Changes in Table of Assignments
AGENCY: Federal Communications
Commission.
ACTION: Notice of proposed rule mak-
ing.
SU A RY: Action taken herein pro-
poses the- assignment of a first class
A FM assignment to Falls City, Nebras-
ka. Petitioner, Southeast Nebraska
Broadcasting Company, Incorporated.
states that the proposed station would
provide a second local outlet.
DATES: Comments must be received on
or before December 16, 1977, and reply
comments on or befora January 5, 1978.
ADDRESS: Federal Communications
Commission, Washington, D.C. 20554.
FOR FURTER INFORMATION CON-
TACT:

Mildred B.-Nesterak, Broadcast Bu-
reau, 202-632-7792.

SUPPLEMENTARY INFORIM TION:
Adopted: November 1, 1977.
Released: November 3, 1977.

In the matter of amendment of § 73.202
(b), Table of Assignments, FM Broad-
cast Stations. (Falls City, Nebraska),

1. Petitioner, Proposal, Commento:
(a) Petition for rule makingI filed

August 23, 1977, by Southeast Nebraska
Broadcasting Co., Inc. ("petitioner"),
proposing the assignment of FM Channel
237A to Falls City, Nebr. There were no
responses to the proposal

(b) The channel may be assigned
without, affecting any of the existing FM
assignments in the Table.

(e) Petitioner states that. if the chan-
nel Is assigned, It will make application
for a, construction permit to build a sta.-
tion.

2. Community Data:
(a) Location: Falls City, in Richard-

son County, is located approximately
137 kilometers (85 mles> south of
Omaha, Nebr.

(b) Populatiod: Falls City-5,861;
Richardson. County-12,77.1

(c) Present Aural Service: Falls City
'presently receives local service from full-
time AM Station KTNC, Class IV, 500
watts, day, 250 watts night.

3. Petitioner states that with a zec-
end local outlet greater variety in pro-
gramming could be provided, including
live sports broadcasts from surrounding
schools. It states that being able to
broadcast public meetings such as thozo
of the city council and school board
would be possible thus enabling the pub-
lie to be better informed as to the actions
of their governmental representatives.

4. Ih view of the apparent need for a
first full-time local broadcast service
providing coverage to a larger area
around Falls City, the CommUslion pro-
poses to amend the FM Table of Assign-
ments, Section 73.202(b) of the Com-
mission's Rules, with regard to Falls
City, Nebr., as follows:

Chsesoi No.City Presnt Propo&

Falb City, Nobr ...........---------------- ZA

5. The Commission's authority to In-
stitute rule making prozeedings; show-
ings required; cut-off procedures; and
filing requirements are contained in the
attached Appendix and are incorporated
herein. Note: A showing of continuing
interest is required by paragraph 2 of
the Appendix before a channel will be
assigned.

6. Interested parties may file com-
ments on or before December 16, 1977,

1 Public Notice of the petition was given
on September 13, 1977 (Report No. 1074).

'Population figures are- taken from the
1970 U.S. Census.
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and reply comments on or before Janu-
ary 5. 1978.

FEDERAL COMMUNICATIONS
COMISSION,

WALLACE E. Jomisou,
Chief, Broadcast Bureau.

APEDI

1. Pursuant to authority found in sections
4(1), 5(d)(1), 303 (g) and (r). and 307(b)
of the Communications Act of 1934, as
amended, and Section 0.281(b) (6) of the
Commission's Rules, it is proposed to amend
the FM Table of Assignments. Section 73.-
202(b) of the Commission's Rules and Regu-
lations, as set forth in the Notice of
Proposed Rule Making to which this Ap-
pendix is attached.

2. Showings required. Comments are in-
vited on the proposal(s) discussed in the
Notice of Proposed Rule Making to which
this Appendix is attached. Proponent(s) will
be expected to answer whatever questions are
presented in initial comments. The pro-
ponent of a proposed assignment is also ex-
pected to file comments even if It only re-
submits or -incorporates by reference its
former pleadings. It should also restate Its
present intention to apply for the channel If
It is assigned, and. if authorized, to build
the station promptly. Failure to file may lead
to denial of the request.

3. Cut-off procedures. The following pro-
cedures will govern the consideration of
filings in this proceeding.

(a) Counterproposals advanced in this
proceeding itself will be considered, If ad-
vanced in initial comments, so that parties
may comment on them in reply comments.
They will not be considered f advanced in
reply comments. (See § 1.420(d) of Com-
mission Rules.)

(b) With respect to petitions for rule
making which conflict with the proposal(s)
in this Notice, they will be considered as
comments in the proceeding, and Publie No-
tice to this effect will be given as long as
they are filed before the date for filing initial
comments herein. If filed later than that,
they will not be considered in connection
with the decision in this docket

4. Comments and reply comments; service.
Pursuant to applicable procedures set out
in Sections 1.415 and 1.420 of the Commis-
sion's Rules and Regulations, interested
parties may file comments and reply com-
ments on or before the dates set forth in
the Notice of Proposed Rule Making to which
this Appendix is attached. All submissions
by parties to this proceeding or persons act-
ing on behalf of such parties must be made
in written comments, reply comments, or
other appropriate pleadings. Comments shall
be served on the petitioner by the person
filing the comments. Reply comments shall
be served on the person(s) who filed com-
ments to which the reply is directed. Such
comments and reply comments shall be ac-
companied by a certificate of service. (See
§ 1.420 (a). (b) and (c) of the Commission
Rules.)

5. Number of copies. In accordance ith
the provisions of Section 1.420 of the Com-
mission's Rules and Regulations, an original
and four copies of all comments, reply com-
ments, pleadings, briefs, or other documents
shall be furnished the Commission.

6. Public inspection o filings. All filings
made in this proceeding will be available for
examination by interested parties during
regular business hours in the Commission's
Public Reference Room at its headquarters,
1919 M Street NW., Washington, D.C.

[FM Do.Tt-32298 Piled 11-7-77;8:45 am]

[6712-01]
E 47 CFR Part73]

[Docket No. 20803: R-2M24 FCO T7-7431

FM BROADCAST STATION IN ROME, N.Y.
Proposed Changes in Table of Assignments
AGENCY: Federal Communications
Commission.
ACTION: Memorandum opinion and or-
der and further notice of proposed rule
making.
SUMMARY: FCC denle application for
review but proposes to consider assigning
FM Channel 273 to Rome, N.Y. This ac-
tion would bring a second FIM station to
Rome and results from a petition filed
by Promedla Communications, Inc.
DATES: Comments must be received on
or before December 12, 1977, and reply
comments must be received on or before
January 3, 1978.
ADDRESS: Federal Communfcationa
Commission, Washington. D.C. 20551
FOR FURTHER INFORMATION COIN-
TACT:

Freda Lippert Thyden, Broadcat
Bureau, 202-632-7792.

SUPPLEIENTARY INFOR ATION:
Adopted: October 27, 1977.
Released: November 4, 1977.

In the matter of amendment of § 73.-
202(b), table of signments, FM broad-
cast stations (Rome, N.Y.). Docket No.
20363 RAM-2624. Memorandum opinion
and order and further notice of propoed
rule making.

By the CommiLssion: CommiLsioner
Quello concurring in the result.

L The Commission has before it an
Application for Review of the Memoran-
dum Opinion and Order, adopted In this
proceeding on March 2, 1977, 42 FR
13140, which denied a petition to assign
Channel 273 to either Rome or Utica,
N.Y. This ffifig was submitted by Pro-
media Communications, Inc. ("Pro-
media"), licensee of daytime-only AM
Station WRNY at Rome, N.Y., the petl-
tioner in this proceeding.

2. A Notice of Proposed rule ma-ing
was adopted in this proceeding on June
23,1976,41 FR 27389, to permit consider-
ation of the assignment of Class B FM
Channel 273 to either Rome, N.Y.. which
has one Class A station, or Utica, N.Y.
which has four Class B stations. While
the Notice recognized that the Rome
proposal would cause little preclusion, It
also pointed out that such an assignment
would not provide a first or second FM
service to any area. Moreover, It was
noted that the proposal would result In
the Intermixture at Rome of a Ca= A
FS channel, used by Station WKAI-,
and a Class B FAT channel, in contraven-
tion of the Commisslon'Ws general policy
of avoiding intermixing clases of FM
channels In the same community. Al-
though petitioner asserted that no Class
A channel was available for assignment

to Rome and that Channel 273 was avail-
able only for assignment at either Rome
or Utica, N.Y, the Notice expressed a
hesitancy to add a Class B channel to a
community with only a Class A channel,
absent a convincing public interest show-
Ing. NonethelEsz, a Notice was issued to
give the petitioner an opportunity to re-
zolve these areas of concern.

3. After review of the record, it was
concluded that adequate support for the
proposal was lacking and the Memoran-
dum Opinion and Order, presently under
review, vas adopted denying the assign-
ment. Since no interes was expressed in
the Utica aszignment, nor does Utica's
population of 91,611 appear to warrant a
fifth assignment' Utica was not assigned
the channel. In regard to Rome, the as-
s lnment was denied based on petition-
er's failure to justify an exception to the
Commi-lon's intermixture policy. Al-
though the Commission has occasionally
departed from this policy in those areas
where VM allocations are becoming more
difficult to obtain, It was noted that the
circumstances of the Instantease did not
parallel those exceptions. Rather, such
exceptions are permitted in the reverse
situation where a party, finding no other
available channel, seeks a Class A chan-
nel even though others already in the
community are Class B or C. In those
case, the proponent runs the risk of not
being able to compete with a morepower-
fuil station and the public stands to re-
ceive the gaims since a Class A cdannel ia
the only one which could be used. Thus,
the public would not lose and might well
benefit by intermixture of this variety. In
the instant situation, however, petitioner
proposed a Class B channel assignment
for a city wiAth a Class A channel- The
CommisAn'Ws policy runs counter to such
an approach, among other reasons. be-
cause of the pomibility that the publc
could loze a viable Cla A station. To jus-
tify such a risk. a compelling public inter-
est for a=slgning Channel 273 to Rome
should have bean, but was not, shown by
Promedia. Nor was the petitioner's alter-
native argument convincing that Rome
and Utica are so close that they should
be considered the same market which.
since the Utica Class B stations provide a
city grade signal to Rome, Is already in-
termlxed.

4. In its application for review, Pro-
media alleged, among other things, that
the Bureau incorrectly Implied that in-
termixture la a policy to be avoided at
all costs even though In a. number of
other eases such intermixture has been
permitted; and that the Bureau was u-
necessarily concerned with the possible
Impact of a Class B assigment on the
Class A station at Rome which, in any
event failed to comment on its own be-
half in this proceeding.

'All population information I from thl
1970 U.S. Ccnsu_.

'In addition to the matter of asIlning
D particular cl,._s of station to a community
of a given vizo, this policy has as one of its
underlying purpoazx a system of a.signment
which maes it posible for all local stations
to have the opportunity to obtain compar-
able facilitles for carvica and competition.
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5. Contrary to Promedia's assertion,
the Memorandum Opinion and Order did
not state that the intermixture policy
was to be followed in every case. It recog-
nized that exceptions have been made to
the intermixture policy, but it noted that
whether an exception to the policy should
be made turns on the adequacy of a peti-
tioner's showing. Furthermore, petitioner
misconstrued the Commission's intent in
structuring the pattern of assignments
and its concern that the public should
not losea viable Class A statibn. In addi-
tion, we note that WKAL-IFM's silence
cannot be taken as acquiescence.
. 6. We do not find merit in the appli-

cant's arguments that errors in the
Memorandum Opinion and Order war-
rant Its reversal. Thus we are denying
the application for review. Nonetheless,
we do find of particular significance
Promedia's statement, appearing for the
first time in its application for review,
that if the licensee of Rome's Class A
Station WKAL desires to change fre-
quencies, shifting to Channel 273, Pro-
media would accept assignment on Chan-
nel 240A. This proposal warrants ex-
ploration, for if It were accepted, Rome
would have an existing Class B station
and a new Class A assignment. Such a re-
sult would be consistent with the usual
exception to the intermixture policy, and
no issue would appear to arise about en-
dangering the existing Class A station.
In view of the fact that a city the size
of Rome (pop. 50,148), warrants a Class
B assignment, that Rome is the second
largest community in Oneida County,
N.Y. (pop. 273,037) that it has only one
FM station and would benefit from a
third fulltime facility, we believe that It
would be appropriate to once again pro-
pose the assignment of Channel 273 to
Rome, N.Y. However, at this juncture, we
think It necessary that Station WKAL-
FM be served with notice of this rule
making procedure and consequently we
are sending It a copy of this Order and
Further Notice by certiflei mail. In so
doing we direct to it several questions for
comment. Station WKAL-FM should
comment on, among other things,
whether it is interested in operating a
Class B (Channel 273) facility, and, if
so, whether it waives its right to a hear-
Ing on modification of Its license under
Section 316 of the Communications Act.
If Its reply is in the affirmnative, then
Station WKAIe-FM's license- can be
modified without the need to issue an
Order to Show Cause, assuming that no
other persons were to express a desire to
apply for the Class B channel. If they
did, Station WKAL-FM's license could
not be modified. Rather, it would be nec-
essary to afford other interested persons
an equal opportunity to seek use of the

channel. WKAI-FM should express its
intentions clearly now, for it could well
be thought an abuse of process to decline
any interest in the Class B channel only
to later apply for the Class B channel if
assigned. If interest in the Class B chan-
nel is not expressed by Station WKAI
even though it has the opportunity, we
are inclined to consider an exception to
our intermixture policy to permit its as-
signment to the city of Rome anyway.

7. We note, as we did in the earlier
Notice of Proposed Rule Making, that the
transmitter site for Channel 273 must be
located 18 kilometers (11 miles) south
of Rome, which would also locate it 14.5
kilometers (9 miles) west of Utica to
meet separation requirements with co-
channel CBOF at Ottawa-Hull, On-
tario. Canadian approval has been ob-
tained for the proposed assignment and
use of this proposed transmitter site.

8. Accordingly, pursuant to sections 4
(i), 303 (g) and (r), and 307(b) of the-
Communications Act of 1934, as
amended, it is proposed to amend the
FM Table of Assignments (§ 73.202(b)
of the Commission's Rules) as follows
with respect to the community listed
below:

Channel No.
City

Present Proposed

Rome, N.Y ------------------- 240A 240A, 1273

N Site must be located 18 km (1im) south of lome,N.Y.

9. The Commissi6n's authority to In-
stitute rule making proceedings, show-
ings required, cut-off procedures used,
and Mding requirements are contained in
the attached Appendix and are incorpol-
rated herein.

NoT.-A showing of continuing Interest is
required by paragraph 2 of the Appendix
beforea channel will be assigned.

10. It is directed that a copy of the
Memorandum Opinion and Order and
Further Notice of Proposed Rule Making
be sent, by certified mail, return receipt
requested, to J.B. Baurer, Mauer Broad-
casting, Inc., Station WKAI-AM/FM,
South Jay Street, Rome, N.Y. 13440.

11. Interested parties may file com-
ments on or before December 12, 1977,
and xeply comments on or before Janu-
ary 3, 1978.

12. It is further ordered, pursuant to
Section 1.115(1) of the Commission's
Rules, That the Application for Review
is denied.

FEDERAL COMMNXCATXONS
COMMISSION,

WILLIAM J. TRICARICO,
Acting Secretarj.

APENDIX

1. Pursuant to authority found in Sections
4(1), 5(d)(1), 303 (g) and (r), and 307(b)
of the Communications Act of 1034, as
amended, and Section 0.281(b) (0) of the
Commission's Rules, it Is proposed to amend
the PM Table of Assignments, Section,73.202
(b) of the Commission's Rules and Regula-
tions, as set forth in the Notice of Proposed
Rule Making to which this Appendix Is
attached.

2. Showings required. Comments are In-
vited on the proposal(s) discussed In the
Notice of Proposed Rule Making to which
this Appendix is attached. Proponent(s) will
be expected to answer ,whatever questions
are presented in Initial comments, The pro-
ponent of a proposed assignment is also ex-
pected to file comments ever if it only resub-
mits or incorporates by reference its former
pleadings. It should also restate 1 present
Intention to apply for the channel if It Is
assiged, and, if authorized, to build the sta-
tion promptly. Failure to file may lead to
denial of the request.

3. Cut-oB procedures. The following pro-
cedures will govern the consideration of IIl-
ings in this proceeding.

(a) Counterproposals advanced In thin
proceeding itself will be considered, if ad-
vanced in Initial comments, so that partleg
may comment on them in reply comments,
They will not be considered if advanced in
reply comments. (See § 1.420(d) of Commis-
sion Rules.)

(b) With respect to petitions for rule
making which conflict with the proposal(s)
in this Notice, they will be considered as
comments in the proceeding, and Public No-
tice to this effect will be given as long as
they are filed before the date for filing ini-
tial comments herein. It filed later than
that, they will not be considered in connec-
tion with the decision in this docket.

4. Comments and reply comments; service,
Pursuant to applicable procedures set out in
Sections 1.415 and 1.420 of the Commission's
Rules and Regulations, interested parties
may file comments and reply comments on or
before the dates set forth in the Notice of
Proposed Rule Making to which this Appen-
dix Is attached. All submissions by parties to
this proceeding or persons acting on behalf
of such parties must be made in written
comments, reply comments, or other appro-
priate pleadings. Comments shall be served
on the petitioner by the person filing the
comments. Reply comments shall be served
on the person(s) who filed comments to
which the reply is directed. Such commentsi
and reply comments shall be accompanied by
a certificate of service. (Sao § 1.420 (a), (b)
and (a) of the Commission Rules.)

5. Number of copies. In accordance with
the provisions of Section 1.420 of the Com-
mission's Rules and Regulations, an original
and four copies of all comments, reply com-
ments, pleadings, briefs, or other documents
shall be furnished the Commission,

6. Public inspcotion 01 filings. All filings
made in this proceeding will be available for
examination by interested parties during reg-
ular business hours in the Commission',
Public Reference Room at its headquarters,
1919 M Street NW., Washington, D.C0,

[PR Doc.77-32296 Filed 11-7-77;8:45 am]
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notices
I This section of the FEDERAL REGISTER contains documents other than rules or proposed rules that ar* applcabla to tha Public. Notices

of hearings and investigations, committee meetings, agency decciins and rulings, dclcUaticns of authority. filing of petitfcaS and applications
and agency statements of organization and functions are examples of doEumcnts appearing in this scctlon. I

[3410-02]
DEPARTMENT OF AGRICULTURE

Agricultural Marketing Service

SHIPPERS ADVISORY COMMITTEE

Public Meeting

Pursuant to the provisions of § 10 (a)
(2) of the Federal Advisory Committee
Act (86 Stat. 770), notice is hereby given
of a meeting of the Shippers Advisory
Committee established under Market-
ing Order No. 905 (7 CFR Part 905).
This order regulates the handling of
oranges, grapefruit, tangerines, and
tangelos grown in Florida and is ef-
fective pursuant to the provisions of the
Agricultural Marketing Agreement Act
of 1937, as amended (7 U.S.C. 601-674).
The committee will meet in the A. B.
Michael Auditorium of the Florida Cit-
9rus Mutual Building, 302 South Massa-
chusetts Avenue, Lakeland, Fla., at 10:30
a. on November 22, 1977.

The meeting will be open to the public
and a brief period will be set aside for
public comments and questions. The
agenda of the.committee includes anal-
ysis of current information concerning
market supply and demand factors, and
consideration of recommendation for
regulation of shipments of the named
fruits.

The names of committee members,
agenda, summary of the meeting, and
other information pertaining to the
meeting may be obtained from Frank D.
Trovillion, Manager, Growers Adminis-
trative Committee, P.O. Box R. Lake-
land, Fla. 33802, telephone 813-682-3103.

Dated: November 3, 1977.

WII.=Ax T. AIqf. y,
Deputy Administrator,

Program Operations.
[FR Doc.77-32315 Fned 11-7-77:8:45 am]

[3410-07]
Farmers Home Administration

[Designation Number A517]
KENTUCKY

Designation of Emergencyeas

The Secretary of Agriculture has de-
termined that farming, ranching, or
aquaculture operations have been sub-
stantaly affected in the following Ken-
tucky Counties as a result of intermit-
tent hal torms, heavy rains, and high
winds July 29 through August 24, 1977:
Daviess Ohio

Therefore, the Secretary has desig-
nated these areas as eligible for emer-
gency loans pursuant to the provisions

of the Consolidated Farm and Rural
Development Act, as amended, and the
provisions of 7 CFR 1904 Subpart C, Ex-
hibit D, Paragraph V B, incliqding the
recommendation of Governor Julinn BL
Carroll that such designation be made.

Applications for emergency loans
must be received by this Department no
later than April 25, 1978, for physical
losses and October 27, 1978, for produc-
tion losses, except that qualified bor-
rowers who receive Initial loanz pursu-
ant to this designation may be eligiblo
for subsequent loans. The urgency of the
need for loans in the designated area
makes It impracticable and contrary to
the public Interest to give advance notice
of proposed rulemaking and invite pub-
lic participation.

Done at Washington, D.C., this 31st
day of October 1977.

Gon no CAvA*Auw.
Adrministrator.

Farmers Home Administration.
[FR Doc.77-32282 Filed 11-7-77;8:45 amjl

[ 3410-11 ]
Forest Service

USE OF HERBICIDES IN THE EASTERN
REGION DRAFT ENVIRONMENTAL
STATEMENT

Review Period Extension
Pursuant to Section 102(2) (C) of the

National Environmental Policy Act of
1969, the Forest Service. Department of
Agriculture prepared a draft environ-
mental statement on the Use of Herbi-
cides in the Eastern Region and trans-
mitted it to CEQ and the public on Sep-
tember 19, 1977. Reference: Notice of
Availability of Draft Enivornmental
Statement published in the FEDEnR RzG-
ismit, VoL 42. No. 189--Thursday, Sep-
tember 29, 1977.

The due date for receipt of written
comments, November 18. 1977. is hereby
extended to November 30. 1977.

Dated: November 1, 1977.
JA=zxS H. Fn.lmnAr,

Director, Planning,
Programming, and Budgeting.

[FR Doo.?7-322G8 Filed 1I-7-77;8:45 am]

[ 341G-11 ]
Forest Service

BEARS EARS LAND MANAGEMENT PLAN
ROUIT AND MEDICINE BOW NATIONAL
FORESTS

Availability of Final Environmental
Statement

Pursuant to Section 102(2) (C) of the
National Environmental Poilicy Act of

1969, the Forest Service, Department of
Agriculture has prepared a final environ-
mental statement for the Bears Ears Unit
on the Routt and Medicine Bow NationaI
Forests. The Forest Service report num-
ber i USDA-FS--R2-FES(Adm) FY-7&-
10.

The environmental statement concerns
a management proposal on 263229 acres
of National Fore t land which empha-
szes both nonconsumptive environmen-
tal value: and the production of tangible -

products with emphasis on visual and
environmental quality. The proposal will
provide opportunities to manage 90,003
Pcres of forest land suitable for timber
production and the utilizaton of an an-
nual growth of 12.2 million board feet
Highly unstable soils on 31.461 acres will
be managed under a restrictive program
that will preserve the natural environ-
mental s2tting. The proposal will provIde
89,033 acre for Wilderness Study. The
proposal doe not retain any of the 104,-
974 acres of Inventoried Roadless Area in
a dezignated roadleca statas, however,
the 39,033 acre New Wilderness Study
Area will be retained for future study.

The draft environmental statement
was transmitted to CEQ on June 10, 1976.

T'his final environmental statement
was transmitted to CEQ on November 1,
1917.

Copies are available for Inspection
during regular working hours at the fol-
lowing locations:

USDA. Forest Service, South Agriculture
Building. Room 3230. 12th and Independ-
once Avenue. SW. Washington, D.C. 20250.

USDA. Forest Service. Routt National Forest,
137 10th Street. Steamboat Springs, Colo.
WA77.

USDA. Forest Service. Enbns Peak Ranger
District. 57 10th Street, Steamboat Springs.
Colo. 80477.

USDA. Forest Service, Snake River Ranger
District. Room 203. Post Office Btildlng.
nawlit. Wyo. s2m91.

USDA. Fore-t Scrvice. 1117 West Eighth
Avenue. Lakewood. Colo. 80225.

USDA. Forest Service, Medicine Bow National
Forcst, C05 SkyiLne Drive, Laramle, Wyo.
82070.

USDA. Forest Service. Bears Eaa Ranger Dis-
trict. 080 Pershin2g Crai7. Colo. 81625.

A limited number of single copies are
available upon request to Craig W. Rupp,
Regional Forester, Region 2, 11177 West
Eighth Avenue, P.O. Box go-127, Lake-
wood, Colo. 80225.

Ensan L. Roam'.
Associate Deputy Chief,
Programs and Legi l tioL

Novrz:sxR 1,1977.
[IR Doc.77-32283 Flcd 11-T-"7;8:45 am -
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E 34i0-16]
Soil Conservation Service

LOWER BAYOU TECHE WATERSHED, LA.
Intent ToPrepare an Environmental Impact

Statement
Pursuant to section 102(2) (C) of the

National Environmental Policy Act of
1969; the Council on Environmental
Quality Guidelines (40 CFR Part 1500);
and the Soil Conservation Service Guide-
lines (7 CFR Part 650); the Soil Con-
servation Service, U.S. Department of
Agriculture, gives notice that an en-
vironmental impact statement is being
prepared for all remaining work in the
Lower Bayou Teche Watershed, Iberia,
Vermilion, and Lafayette Parishes, La.

The environmental assessment of this
Federal action indicates that the project
may cause local, regional, or national im-
pacts on the environment. As a result
of these findings, Mr. Alton Mangum,
State Conservationist, has determined
that the preparation and review of an
environmental impact statement is
needed for this project.

The project concerns a plan for water-
shed protection, flood prevention, and
agricultural water management. Alter-
natives proposed to be considered are
land treatment only, accelerated land
treatment, channel work and land treat-
ment, and no project.

A draft environmental impact state-
ment will be prepared and circulated for
review by agencies and the public. The
Soil Conservation Service invites partici-
pation of agencies and individuals with
expertise or interest in the preparation
of the draft environmental impact state-
ment. The draft environmental impact
statement will be developed by Mr. Alton
Mangum, 'State Conservationist, Soil
Conservation Service, P.O. Box 1630,
Alexandria, La. 71301.

Dated: October 27, 1977.
(Catalog of Federal Domestic Assistance Pro-
gram No. 10.904, Watershed Protection and
Flood Prevention Program; Pub. L. 83-566,
1 U.S.C. 1001-1008.)

JOSEPH W. HAAS,
Assistant Administrator for

Water Resources, Soil Con-
servation Service, U.S. De-
vartment of Agriculture.

[R Doc.77-32232 Filed 11-7-77;8:45 am]

[ 6320-01]

CIVIL AERONAUTICS BOARD
[Docket No. 31533; Order 77-11-2]

DOMESTIC PASSENGER-FARE INCREASES
PROPOSED BY VARIOUS CARRIERS

Order Dismissing Complaint
Adopted by the Civil Aeronautics

Board at its office in Washington, D.C.,
on the 1st day of November 1977.

By tariff revisions" marked to become
effective November 4, 1977; all trunkline

IRevisiohs to Airline Tariff Publishing
Company, Agent, CAB No. 259.

NOTICES

carriers including Pan American (De-
troit-Boston), and all but one local serv-

Ace carrier (Hughes Air Corp. d.b.a.
Hughes Airwest (Airwest)) propose a
general fare increase of 3 percent above
the level of fares in effect before Octo-
ber, 1, 1977, for transportation within
the 48 contiguous States and the District
of Columbia. Airwest has not filed for
an increase over and above the one per-
mitted by Order 77-9-94, §eptember 22,
1977, granting the carriers increases
from 1 to 2 percent. Most carriers imple-
mented increases of 1.8-2 percent on Oc-
tober 1 The net ifncrease proposed by
most carriers at this time thus ranges
from 1-1.2 percent. The carriers contend
that the increase is necessary in order to
realize a 12-percent rate of return on
investment. For the most part, they have
adopted the Board's present methodology
for evaluating fare increase proposals.

The National Passenger Traffic Asso-
ciation (NPTA) has filed a complaint al-
leging that the Board's intent in recog-
nizing anticipated costs was to strike a
"reasonable balance between the fre-
quency of fare increases and the risk of
overestimating costs" (Order 77-9-94, p.
3); that the Board did not authorize a
3-percent increase; and that the carriers
utterly fail to demonstrate "some unex-
pected and najor change in costs."

The Board concludes that the com-
plaint should be dismissed and that the
proposed increases should be permitted
to become effective.

The Board's intention in recognizing
anticipated costs, as spelled out in Order
77-9-94, September 22, 1977, was to give
the carriers as a group an opportunity
they did not previously have to earn the
allowed 12-percent return on investment;
to reduce the frequency of fare increase
requests to two a year; and to exert more
pressure on the carriers to strive contin-
uously for greater efficiency. We do not
consider the proposals now before us
contrary to our newly announced policy,
as NPTA alleges. Rather, these proposals
adjust the fare level to catch up to that
policy. The proposed 1 to 1.2 percent in-
creases here before us represent the price
the public is being asked to pay for these
benefits-no increases for the next 5
months, and increased incentives for thd"
carriers to hold their costs down.

We remind the carriers, however, that
in'adopting this policy the Board also
stated that, in the future, it will insist
that fare-increase proposals be based
ul on current data, and will not permit
future fare increases on the basis of old
data when more current statistics will
soon be available.

The Board's analysis of the fare in-
crease at hand is based on year-ended
June 1977 data, carried forward 3 months
beyond October 1, 1977, to January 1,
1978. We have also updated the analysis
to reflect fuel costs for the month of Sep-

2
Consistent with this policy, our analysis

updates the permissible fare level as of Oc-
tober 1 rather than the effective date of these
increases, November 4, 1977.

tember, which are now available. The"actual" industry ROI for 48-State
scheduled passenger services is 5.26 per-
cent, without the total 3-percent fare in-
crease.' Adjusting for utilization, load
factor, and removal of discount fares in-
creases the ROI to 11.09 percent. Project-
ing revenues and costs to January 1, 1978,
reduces it to 9 percent; the proposed 3-
percent increase (over pre-October 1
fares) then raises the ROI to 11.05 per-
cent.

American has requested the Board to
modify Its new policy of projecting costs
3 months beyond the tariff effective date
and do so for only 6 weeks Into the fu-
ture instead. The carrier is concerned
that our cost projection might err on
the low side, so that revenues would con-
tinue to be inadequate. We will not mod-
ify our policy at this time. One of our
reasons for projecting 3 months ahead
instead of a shorter period was to prod
the carriers into being as efficient as pos-
sible, We believe that forcing them to
live with a particular level of fares for a
6-month period provides such as Impe-
tus. Since we will, at least for the time
being, continue to rely on straight-line
projections, there will be no systematic
tendency for our fare awards to be too
low; the probabilities are equal that they
will err on the high side. We believe that
our resort to anticipated costs will be
perceived by the carriers as well as the
traveling public as beneficial to both of
them. In other words, we will expect the
fares we are here approving to remain
in effect until April 1, 1978, unless pres-
ently unforeseeable developments of a
serious nature justify departure from
this policy.

Accordingly, pursuant to the Federal
Aviation Act of 1958, and particularly
sections 204(a), 403, 404, and 1002,

It is ordered that: 1. The complaint in
Docket 31533 be dismissed; and

2. Copies of this order be served upon
all certificated scheduled carriers operat-
ing between points within the 48-con-
tiguous States and the District of Co-
lumbia, and the National Passenger
Traffic Association, Inc.

This order will be published in the
FEDERAL REGISTER.

By the Civil Aeronautics Board,

PHYLLIs T. KAYLOH,
Secretary.

sAmerlecn Airlines, Inc. (American) fuel
contracts were renewed as of September and
the carrier reports increased costs of about
64 per gallon. American's fuel costs had boon
running considerably below those of all the
other carriers and are now quite close to the
overall industry average. American's price
per gallon ir6 September was 30.4640 per gal-
Ion while the industry average (lors Ameri-
can) was 36.516.

A The return the companies will be report-
Ing to their stockholders on total operations
is markedly higher-on the order of eight,
percent. The higher return reflects the effect
of investment tax credits, which the Board
is legally precluded from taking into no-
count.

4Al Members concurred.
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APPEiDnx A.-Dowestio truna industry rate of return on invcement; 48-Statc 8chcdehlcd
passenger servfoe for the 12-mo endea d un 1977 a adjustec to Jan. 1, 1078

UDollar amiuntis In tbousandl

Annuumz.
Removal tfon of Column 5

Regllatory Standard &5PA ofo ll Tz fare Lnudla ln
actual" eats and standard dlsount .. m

utilization load Ltter ers"  
and 1.o 7 f

p zt cct Inre-

(1) (2) (3) (4) () ()

RP~i's-Mflions.. 12---------- 0, GM 7 12-0,053.7 120,537 114.5W.90 111t. .0 10,9
ASM',s- -ion --. -. .......... 221,25.5 229, S-4 7 219z7535 -. , 47L 9 --'A272.0 109,1 .0
Loat factr ........................ 5L47 . vi 55.03 0 5 4L OD (. Occ
ield cents]RPM ----------- 8. 471 8.461 8.4071 8.81110 0,1, 9.14D.4-3

Passengerrevenue .... ........ $10,216,251 $10,216,251 $10,210,251 $10,10M757 $10,2,191 $10,3W,"537
Otherrevenue .................... 107,707 107, 707 107,707 107,707

Operating revenue --------------- 10,3A393 10,M3,9. 10,383,903 10.,%3464 10,413.K3 10,W1,214

CAPacIty exp ense----------- 6, Wi 051 0,9M, 270 0. =1Ml o'0,-% :V7 0,171,511
Noncapacity exPen-------e-- 3, Wi0,452 3,3OM,~ :. 3, )4',, ;.25,01 Azu351 3.201,022

Operating expense --------------- 990,503 9,30,731 . AM,SO 9,.%270,1 2,5,0611 0,47-5

Operating profit 417,455 - 433,227 718,976 f'0,072 751,23 1,0310,74
-nt -ee..........-- .- 20W,733 o3, 0 50 195,00 iSA,714 12:0S3 17, 51

Eanings befor tax --- -------- 21p, 2 =, 153 Z22,910 ,37 5,2m =%2
Tax at 48pet ------------ . -------- 101,146 110,470 2.0,907 =G0ll 27,217 4m, 5o

Net income ---------------------- 109,575 119. 82 271,913 417,745 ?3,27. 43.707
Return element ...........-........ 310,308 3, 751 467,97 (04,4W 478 ,) 213
Investment-. ..... ,01,9 5,923,1M5 .,7,9.2 542,40 .,a 14. VS 4=,
R.O.L (percent). 5.3 5.4 8.2 l.1 9.0 11.9

"Form 41 reports as allocated to 48-State scheduled passenger service and adJusted (1) ,ir rcgulatr Ivestmet
and depreciation, (2) the elimination of nnoperating Items other than Interest expens, and (3) to trelct ha normal
corporate tax rate (48 pet). Uxajusted data for the total domestic syztem, all s-rvIce, prodtusc a WZhcr Rol.

*Excluding children and mltary fare.
***Adjusted unit cost per ASM for year ending June 19r,-3ZS+.
NOE. -The details of the board's analys will be available for public hlztwtlon In the puilM. rcf ee wcm.

AAppga -Dx B.-Phase 9 farc-formula atljsusfn t
Base formula: $12.35

Cumulative adjustment factor:
1.03926---------------

xI.00754 ---------------

x1.06 ..................-
xl.01 --
X1.03 ...................
X1.0-...................
xI.02-------------------

-x1.02 --------------------
xl.02 -...................
xl.02
xl.007.................--
xl.013
xl.02..................

Total 1.3657
Adjusted fare formula5

$16.87 ....

Plus $0.0675/mi (0-500 ml).
Plus $0.0515/mi (501-1,500 ml).
Plus $0.0495/mt (1,501 mi and over).

Source
Order 74-3-82, opinion, p. 92.
Order 74-12-108, phase 4 opinion and order on recon-

sideration, p. 24.
Fuel-related fare increase effective Apr. 10, 1974.
Fare increase effective Nov. 15,1974.
Fare increase effective Nov. 15,1975.
Fare increase effective Feb. 1, 1978.
Fare ingrease effectiveMar. 1, 1970.
Fare increase effective Way 1, 1976.
Fare increase effective Sept. 15, 1970.
Fare increase effective Jan. 15,1977.
Fare Increase effective July 15, 1977.
Fare Increase effective Aug. 15, 1977.
Fare increase effective Sept. 15, 1977.
Fare increase permitted herein.

Plus $0.0922/ml (0-600 m).
Plus $0.0703/mi (501-1,500 ml).
Plus $0.0676/m (1,501 ml and over).

I Includes security charge of $0.35.
2 Base formula times the cumulative adjustment factor.
'Present increase reflects a 3-pct increase over fares in effect before the Sept. 15 Increas.

Thus, the cumulative adjustment factor Is equal to 1.32594IX1.03-1.3657.

[FR Do.77-32300 Filed 11-7-77;8:45 am]

[ 6325-01]
CIVIL SERVI(dE COMMISSION.

ADVISORY COMMIrEE ON
ADMINISTRATIVE LAW JUDGES

Meeting
In accordance with the Federal Ad-

visory Committee Act, Pub. L. 92-463,

the U.S. Civil Service Commission an-
nounces the following meeting:
Name: Advisory Committee on Administra-

tive iaw Judgez.
Date and time: November 28, 1977, 10 am.

to 4p.
Place: U.S. Civil Service Commission, 1900

2 Street N1W., Washington, D.C., Room
5323.

Typo or meeting: Open.
Contact person: Arthur L. Burnet, Asistant

General Counsel, U.S. Civil Service Com-
mcison, 1900 E Street 1 W., Wasihngtov,
D.C., telephone 202-632-5421.

Purpose or committee: To continue Its dIz-
cu=son of po_-Able recommendations the
Advl.ory Committee wishes to ra in
connection with governmental reorganiza-
tIon plans a3 they may affect the structure
of the AdminLstrative Law Judges system,
celection, recruitment, compensation and
productivlty

JAS C. SPRY,
Executive Assistant to

the Comamissioners.
[FR Doc.77-32167 F led 11-7-7;8:45 am]

[ 6325-01]
HEALTH, EDUCATION, AND WELFARE

DEPARTMENT

Revocation of Authority To Make a -
Noncareer Executive Assignment

Under authority of § 9.20 of Civil
Service Rule IX (5 CFR 9.20), the Civil
Service Commission revokes the author-
Ity of the Department of Health, Educa-
tion, and Welfare to fill by noncareer ex-
ecutive assignment In the excepted serv-
ice the Position of Deputy Administrator,
Social Rehabilitation Service (SRS).

UrIED STATES CIVL SEFV-
ICE Couzussroz;,

JAZIEs C. Spy,
Executive Assistant to

the Commissioners.
IFR Do .77-32285 Filed 11-7-77;8:45 am]

[6325-01]
HOUSING AND URBAN DEVELOPMENT

DEPARTMENT

Revocation of Authority To Make a
Noncareer Executive Assignment

Under authority of § 9.20 of Civil Serv-
Ice Rule IX (5 CFR 9.20), the Civil Serv-
Ice Commission revokes the authority of
the Department of Housing and Urban
Development to fill by noncareer execu-
tive aSignment In the excepted service
the position of Deputy Assistant Secre-
tary for Regulatory Functions-Interstate
Land Sales Registration Administrator,
Olfice of the Secretary.

UNITED STATES CviiL SEav-
ICE CoaMussIox,

JAbZES C. SpRy,
Executive Assistant to

the Commissioners.
[FR Doc.77-32286 Filed 11-7-77;8:45 am]

[3510-24]
DEPARTMENT OF COMMERCE

Economic Development Administration

CONVERSE RUBBER CO.
Petition for a Determination of Eligibility
ToApplyforTrade AdjustmentAssistance

A petition by Converse Rubber Co., 55
Fordham Road, Wilmington, Mass.
01887, a producer of footwear for men,
women and children, was accepted for
filing on October 28, 1977, pursuant to
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Section 251 of the Trade Act of 1974
(Pub. L. 93-618) and Section 315.23 of
the Adjustment Assistance Regulations
for Firms and Communities (13 CFR
Part 315). Consequently, the United
States Department of Commerce has
initiated an investigation to determine
whether increased imports into the
United States of articles like or directly
competitive with those produced by the
firm contributed importantly to total or
partial separation of the firm's workers,
or threat thereof, and to a decrease in
sales or production of the petitioning
firm.

Any party having a substantial inter-
est in the proceedings may request a pub-
lic hearing on the matter. A request for
a hearing must be received by the Chief,
Trade Act Certification Division, Eco-
nomic Development Administration, U.S.
Department of Commerce, Washington,
D.C. 20230, no later than the close of
business of the tenth calendar day fol-
lowing the publication of this notice.

JACK W. OSBURN, Jr.,
Chief, Trade Act Certification

Division, OBce of Planning
and Program Support.

IFR Doc.77-32316 Filed 11-7-77; 8:45 am]

[3510-24 ]
HYDE PARK FOOTWEAR CO., INC.

Petition for a Determination of Eligibility.
To Apply for Trade Adjustment Assistance

A petition bythe Hyde Park Footwear
Co., Inc., 117 Lincoln Street, Boston,
Mass. 02111, producer of footwear for
men, women and children, was accepted
for filing on October 28, 1977, pursuant
to Section 251 of the Trade Act of 1974
(Pub. L. 93-618) and Section 315.23 of
the Adjustment Assistance Regulations
for Firms and Communities (13 CPR
Part 315). Consequently, the United
States Department of Commerce has ini-
tiated an Investigation to 'determine'
whether increased imports into the
United States of articles like or directly
competitive with those produced by the
firm contributed Importantly to total or
partial separation of the firm's workers,
or threat thereof, and to a decrease in
sales or production of the petitioning
firm.

Any party having a substantial interest
In the proceedings iiay request a public
hearing on the matter. A request for a
hearing must be received by the Chief,
Trade Act Certification Division, Eco-
nomic Development Administration, U.S.
Department of Commerce, Washington,
D.C. 20230, no later that the close of busi-
ness of the tenth calendar day-following
the publication of this notice.

JACK W. OSBUxx, Jr.,
Chief, Trade Act Certification

Division, Offlice of Planning
and Program Support.

IF Doc7-32317 Filed 11-7-77; 8:45 am]

[ 3510-12 ]
National Oceanic and Atmospheric

Administration
NEW ENGLAND FISHERY MANAGEMENT

COUNCIUS SCIENTIFIC AND STATISTI-
CAL COMMITTEE

Change in Date of Public Meeting
The meeting of the New England Fish-

ery Management Council's Scientific and
Statistical Committee scheduled for No-
vember 15, 1977, at the Holiday Inn,
Junction of Routes 1 and 128, Peabody,
Massachusetts, as published in the FED-
ERAL REGISTER, VoI. 42, No. 168, Tuesday,
August 30, 1977, has been changed to
November 29, 1977, at the same location.

Dated: November 3, 1977.
Wn'RED H. MEIBOHM,

Associate Director,
National Marine Fisheries Service.

[FR Doc.77--32344 Filed 11-7-77;8:45 am]

[3510-12]
CARIBBEAN FISHERY MANAGEMENT

COUNCIL
Public Meeting -

The Caribbean Fishery Management
Council, established by Section 302 of the
Fishery Conservation and Management
Act of 1976 (Pub. L. 94-265), will meet
Decemhber 6-8, 1977, at Hotel Pierre, 105
De Diego Avenue, San Juan, Puerto Rico.
The meeting starts at 9 am. on Decem-
ber 6, and will adjourn at about 12 noon
on December 8. Proposed Agenda: (1)
Status report on the development of
FMP's for Spiny-Lobster and for Shal-
low-Water Reef Fishes; (2) Staff presen-
tation on the development of new FMP's;
(3) Marine Sanctuaries: the concept, the
application to fishing grounds, and pres-
ent status in the Caribbean area; (4)
State and Federal capabilities to react to
oil spills; (5) Coastal Management Plans
in the Caribbean Council's area of juris-
diction; (6) Status of boundary limits
and negotiations; (7) Administrative
Matters; (8) Other Council Business.

Meeting is opened to the public. For
more information'on seating, changes to
the agenda, or written comments contact
Mr. Omar Mufioz-Roure, Executive Di-
rector, Caribbean Fishery Management
Council, Suite 806, Banco de Ponce Build-
ing, Hate Rey, Puerto Rico 00918.

Telephone: 809-753-4926.

Dated: November 3, 1977.
WnrnD H. MEIBOM ,

Associate Director,
National Marine Fisheries Service.

LFR Doc.77-32345 Filed 11-7-77;8:45 am]

[3510-12 ]
PACIFIC FISHERY MANAGEMENT COUN-

CIL AND-ITS SCIENTIFIC AND STATIS-
TICAL COMMITTEE ,
Public Meeting With Partially Closed

Session
Pursuant to Section 10(a) (2) of the

Federal Advisory Committee Act, 5

U..C., Appendix I, notice is hereby given
of a meeting of the Pacific Fishery Man-
agement Council, established by.Section
302, and its Scientific and Statistical
Committee, established by Section 302
(g), of the Fishery Conservation and
Management Act of 1976 (Pub. L. 94-
265).

The Council meeting will be Thurs-
day and Friday, December 15-16, 1077,
at the Cosmopolitan Motor Hotel, located
at 1030 NE. Union, Portland, Oreg.

The Scientific And Statistical Commit-
tee will meet at 1:30 p.m. and adjourn
about 5 p.m. on December 14, 1977. The
Committee will tentatively reconvene,
dependent upon Council developments,
at 8 a.m. and adjourn about 5 p.m. on
December 15, 1977.

PRoPosED AGEVDA
DECEDIDER 14-15

1. Consideration of development of
fishery management plans.

2. Organization of the Council, includ-
ing fishery advisory panel and manage-
ment development teams, and opera-
tional and procedural matters.

3. Other Committee business.
The Pacific Fishery Management

Council will convene at 10 am. and ad-
journ about 5 pm. on December 15, 1977,
and reconvene at 8 azm. and adjourn
about 5 -pm. on December 16, 1977. The
meeting may be extended or shortened
depending on progress on the agenda.

PRoPosED AGrISDA
DECEMBER 15

1. Closed session to discuss classified
material in connection with the renego-
tiation of the International North Pa-
cific Fisheries Commission, and contin-
uing negotiations with the Canadians.

2. Organization of the Council, includ-
ing its staff, advisory panels, and com-
mittees, and operational and procedural
matters.

3. Consideration of reports from ad
hoc committees.

4. Review of communications from
other agencies and organizations.

DECEMBER 16

1. Consideration of fishery manage-
ment plans for salmon, groundflsh, an-
chovy, squid, Dungeness crab, and/or
pink shrimp.

The meeting is open to the public,
For more information on seating, ar-
rangements, changes to the agenda and/
or written comments, contact: Mr. Lorry
AL Nakatsu, Executive Director, Pacific
Fishery Management Council, 526 S.W.
Mill Street, Second Floor, Portland,
Oreg. 97201, Telephone: 503-221-6352.

A closed session of the Council is
planned for the early morning of the
first day, December 15, from 8:00 a.m.
through 10:00 am. to hear Department
of State reports and other related Coun-
cil business in connection with the re-
negotiation of the International North
Pacific Fisheries Commisslon and con-
tinuing negotiations with the Canadian,
properly classified under Mcecutive Or-
der 11652. Only thoce Council members
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and staff having security clearances will
be allowed to attend this closed session.-The Assistant Secretary for Admin-
istration, with the concurrence of the
General Counsel, formally determined,
on October 21, 1977, pursuant to Sec-
tion 10(d) of the Federal Advisory
Committee Act, that the agenda items
covered in executive session should be
exempt from the provisions *of the Act
relating to open meetings and public par-
ticipation therein, because these item
will be concerned with matters author-
ized to be kept secret in the interest. of
national defense or foreign policy and
properly classified pursuant to Execu-
tive Order 11652. (A copy of the deter-
mination is available for public inspec-
tion and copying in the Public Reading
Room, Central Reference and Record
Inspection Facility, Room 5317, Depart-
ment of Commerce.)

Dated: November 3,1977.,
WnT5FRED H. ME 0Eo,

Associate Director,
National Marine Fisheries Service.

[FR Doc.77-22346 Fled 11-7-77;8:45 am]

[ 3510-12]
REGULATIONS GOVERNING THE TAKING

AND IMPORT.NG OF MARINE MAMMALS
Prohibition of Take Incidental to Commer-
cial Fishing Operations-Fraser's Dolphin
AGENCY: National Marine Fisheries
Service.
ACTION: Notice of prohibition of take
of Fraser's dolphin incidental to com-
mercial fishing operations.
SUMMARY: A prohibition on taking
Fraser's dolphin. (LMagenodelphis hosei)
is being implemented due to the fact that
the quota established in 1977 for that
stock of dolphin has been exceeded.
DATES: Effective on November 15, 1977,
Fraser's dolphin may not be taken inci-
dental to fishing operations pursuant to
the general permit issued to the Ameri-
can Tunaboat Association, Category 2;
Encircling Gear, Yeliowfin Tuna Purse
Seining.
ADDRESSES: Observer records may be
reviewed at the office of the Director,
Southwest Region, 300 South Ferry
Street, Terminal Island, Calif.
FOR FURTHER INFORMATION CON-
TACT:

William P. Jensen, Marine M£ammal
Program Manager, National Marine
Fisheries Service, 3300 Whitehaven
Street NW. Washington, D.C. 20235,
telephone: 202-634--7461.

SUPPLEMENTARY INFORMATION:
In the permit issued to the American
Tunaboat Association for 1977, a limit of
five (5) mortalities of Fraser's dolphin
was stipulated. That limit has been ex-
ceeded based on reports from National
Marine Fisheries Service observers. In
accordance with CPR 216.24(d) (2) (1)
(A), notice of the date when the prohi-

bitlon on further taking is hereby pub-
lished.

If at the time the net skiff is released
from the vessel attached to the net at
the start of a set, no Fraser!s dolphin are
observed in the herd of porpoise upon
which the set is being made, the fact
that Fraser's dolphin are subsequently
encircled or killed In the course of com-
pleting that set will not be cause for Is-
suance of a notice of violation or assess-
ment of penalty; provided that all pro-
cedures required by the applicable regu-
lations have been followed. This policy
is being implemented because there ar
circum tances where unintentional or
accidental taking of one species may oc-
cur in a large herd of different porpoise
species and stocks. The numbers of Fras-
er's dolphin encircled or killed will be
recorded, and this policy will be reviewed
periodically in light of its effect on the
population of this stocl

Dated: November 3, 1977.
Wnmumo H. Msm0Hr-,

Associate Director,
National Marine Fishcries Service.

[FR Doc.77-32412 Fied 11-7-77;8:45 m]

[ 3510-12 ]
WESTERN PACIFIC FISHERY

MANAGEMENT COUNCIL
Public Meetings

The Western Pacific Fishery Manage-
ment Council, established by Section 302
of th Fishery Conservation and Manage-
ment Act of 1976 (Pub. i. 94-265), and
its Scientific and Statistical Committee,
will hold the following meetings:

1. The Council will meet on November
28, and 29, 1977, in Conference Room No.
6 of the State Capitol, Honolulu, Hawaii.
The meeting starts at 9 a.m. on Novem-
ber 28 and will adjourn about noon on
November 29.

Proposed agenda: (1) Administrative
and financial reports; (2) Foreign fiLh-
ing and enforcement; (3) Status of man-
agement plan development; (4) Review
of research proposals; (5) Review of
NMPS ad State research programs in the
region.

2. The Scientific and Statistical Com-
mittee will meet on November 29, 1977,
in Conference Room No. 5 of the State
Capitol, Honolulu, Hawaii, starting at
9 am. and adjourning about 4 pm. The
Committee will meet on November 30 in
the conference room of the National Ma-
rine Fisheries Service laboratory at 2570
Dole Street, Honolulu, starting at 9 am.
and adjourning about 4 p.m.

Proposed agenda: (1) Report on the
Seventh Council Meeting; (2) Status of
management plan development; (3) Re-
view of second draft or coral manage-
ment plan; (4) Report on evaluation of
research proposals before the Council.

Meetings are open to the public. .For
more information on seating, changes to
the agenda or written comments, con-
tact W. G. Van Campen, Executive Di-
rector, Western Pacific Fishery Manage-

ment Council. Room 1506, 1164 Bishop
Street, Honolulu, Hawaii, 96813; tele-
phone: 803-523-1368.

Dated: November 4,1977.
WmnrD H. MIEMOMr

Associate Director
National Marine Fisheries Sefrvce.

[FR Doc.T-32.184 Fied II-7-T7;8:45 aml

[3910-01]

DEPARTMENT OF DEFENSE
Department of the Air Force

PRIVACY ACT OF 1974
New Systems of Records

AGENCY: Department of the Air Force,
Records.
ACTION: Notification of New Systems of
Records.
SUMMARY: The Department of the Air.
Force Is proposing three new systems of
records subject to the Privacy Act. These
new systeifts arQ Identified as follows:
(F03501 DPG, Accounting for Per-
sonal Money Allowances (PMA);)
F03503 ATC RSL, Basic Trainee Inter-
view Record; and F03503 ATC RSM, Re-
cruiting Activities Management Support
System (RAMSS). These systems are
published in their entirety below.
DATES: These systems shall become ef-
fective as proposed without further no-
tice in 30 calendar days from the date of
this publication unless comments are re-
ceived on or before December 8, 1977,
which would result in a contrary deter-
mination.
ADDRESS: Send comments to the sys-
tem manager Identified In the particular
system notice concerned.
FOR FURTHER INFORM:NTION CON-
TACT:

Mir. Jon Updlke HQ USAF/DADMP,
Bolling APB, Washington, D.C. 20330,
telephone 202-767-4545.

SUPPLEMENTARY INFORMATION:
The Department of the Air Force systems
or records notices as prescribed by the
Privacy Act have been published in the
FzarmnAs REcsTER as follows: FR Doe 77-
23132 (42 FR 41468) August 17, 1977, FR
Doc 77-28255 (42 FR 50785) September
28, 1977, FR Doe 77-31218 (42 FR 56774)
October 28, 1977. The Department of the
Air Force submitted these three proposed
new systems of records on September 28,
1977 pursuant to the provisions of the
Office of Management and Budget
(OMB) Circular No. A-108, Transmittal
Memorandum No. 1, dated September
30, 1975, and Transmittal Memorandum
No. 3. dated May 17, 1976, which provide
supplemental guidance to Federal agen-
cies regarding the preparation and sub-
mission of reports of their intention to
establish or alter systems of personal
records as required by the Privacy Act of
1974, 5 U.S.C. 552a(o) (Public Law 93-
579). This OMB Guidance was set forthj

FEDERAL REGISTER, VOL 42, NO, 215--TUESDAY, NOVEMBER 8, 1977

58195



NOTICES

In the FEDERAL REGISTER (40 FR 45877)
on October 3, 1975.

NOVEMBER 3, 1977.
.M&URICE W. RO E,

Director, Correspondence and
Directives OASD (Comp-
troer).

F03501 DPG
System nanic:

Accounting for Personal Money Allow-
ances (PMA).
System location:

Office of the Assistant for General Of-
ficer Matters (AFV/DPG), HQ USAF,
Washinfiton, D.C. 20330.
Categorles of individuals covered by the

system:
Air Force general officers in receipt of

a Personal Money Allowance under 37
USC 414.
Categories of records in the system:

Annual report accounting for the re-
ceipt and disposition of PMA funds re-
ceived during the reporting period.
Authority for maintenance of the system

10 USC 8012, Secretary of the Air
Force: powers and duties; delegation by.
Routine uses of records maintained in sys-

ten, including categories of users and
the purposes of such uses:

To maintain a record of the receipt
and disposition of the funds received.
Annual reports will be submitted through
tbe individual's immediate supervisor for
review. They will then be forwarded to
the Vice Chief of Staff (AF/CV), HQ
USAF, Washington, D.C. 20330. Officers
In joint assignments should send reports
directly to the Vice Chief of Staff. These
reports will be retained in the Office of
the Assistant for General Officer Matters
(AF/DPG) and will be available for re-
view by the Assistant Secretary of the
Air Force for Financial Management. .
Policies and practices for storing, retriev-

ing, accessing, retaining, ,and dispos-
ing of records in the system:

Storage:
Maintained by file folders.

Rctricvability:

Filed by name.
Safeguards:

Records are stored in locked cabinets.
Retention and disposal:

Retained for three years after the date
submitted- then destroyed by tearing into
pieces, shredding, pulping, macerating,
or burning.
Systemnianager(s) and address:

Office of the Assistant for General Of-
ficer Matters (AF/DPG), HQ USAF,
Washington, D.C. 20330.
Notification procedure:

Requests from individuals should be
addressed to the System Manager.

Record access procedures:
. Individual can obtain assistance from

the System Manager.
Contesting record procedures:

The Air Force's rules for access to
records and for contesting and appealing
initial determinations by the individual
concerned may be obtained from the
System Manager.
Record source categories:

Information is obtained from each Air
Force general officer in receipt of a Per-
sonal Money Allowance.
Systems exempted from certain provisions

of the Act:
None:

F03503 ATC RSL
System name:

Basic Trainee Interview Record.
System location:

United States Air Force Recruiting
Service Liaison Office (RSL), Lackland
Air Force Base, Texas 78236.
Categories of individuals covered by the

system:
United States Air Force Basic Trainees

who register complaints concerning their
enlistment in -the United States Air
Force.
Categories of records in the system:

Records resulting from personal inter-
views with basic trainees who file com-
plaints about their enlistment, Including,
but not limited to, investigations on each
complaint, conclusions and recommen-
dations.
Authority for maintenance of the system:

10 USC 503, ]Enlistments: recruiting
campaigns. Executive Order 9397, 22
November 1943, Number System for Ac-
counts Relating to Individual Persons.
Routine use of records maintained in the

system, including categories of users
and the purposes of such uses:

Data is collected in order to have a
written record of interviews with basic
trainees who register complaints about
the enlistment procedure. The data is
used by the Recruiting Service Liaison
Office to investigate the complaints and
keep the Commander, United States Air
Force Recruiting Service advised of the
nature of complaints being received. It
is also used as the basis for making pro-
cedural changes in the United States Air
Force Recruiting Service when a trend
develops in a specific area.
Policies and practices for storing, retriev-

ing, processing, retaining, and dis-
posing of records in the system:

Storage:
Maintained in file folders.

Retrievability:
Filed by name o;r social security num-

ber.

Safeguards:

Records are accessed by person(s) re-
sponsible for servicing the record sys-
tem in the performance of their official
duties and by those who are properly
screened and cleared for need-to-know.
As a physical safeguard there records
are stored In a secured building and
locked office.
Retention and disposal:

Records are cut off at the end of each
calendar year, held for one additional
year, then destroyed by shredding.
System nmanager(s) and address:

Superintendent, United States Air
Force Recruiting Service, iaison Office,
Lackland AFB TX 78236.
Notification procedure:

Individuals may contact the Superin-
tendent, United States Air Force Re-
cruiting Service Liaison Office, Lacklland
AFB, TX 78236. Requests must contain
full name, and current mailing address.
Record access procedures:
. Same as procedures for notificatbn.
Contesting recording procedures:

The Air Force's rules for access to rec-
ords and for contesting and appealing
initial determinations by the Individual
concerned may be obtained from the sys-
tems manager.
Record source categories:

Records contain specific complaints/
allegations made by the individual and
responses to the complaints/allegations
by appropriate Air Force Recruiting
Service personnel.
Systems exempted from certain provisions

of the Act:
None.

F03503 ATC RSM
System name:

Recruiting Activities Mpnagement
Support System (RAMSS).

-System location:
HQ United States Air Force Recruit-

ing Service, Marketing and Analysis Di-
rectorate (RSI), Randolph AFB TX
78148.
Categories of indiiiduals covered by the

system:
Air Force enlisted personnel entering

active duty. Individuals tested and proc-
essdd for Air Force enlistment. Poten-
tial Air Force enlistees qualified through
the Armed Services Vocational Aptitude
Battery (ASVAB) high school testing
program. Other military services Delayed
Enlistment Program (DEP) and active
duty enlistees. Applicants for the Officer
Training School (in-service commision-
ing program). Air Force enlisted person-
nel on recruiting duty.
Categories of records in the s stem:

Air Force enlistment processing rec-
ords showing name, SSN, scores on all
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qualification tests, physical job qualifi-
cations, job preferences, jobs offered..
jobs accepted, other personal data rele-
vant to jobs offered, recruiting and proc-
essing locations, education data, and
dates of processing. Airman trainee his-
tory records containing name, SSN, and
other personnel data for assignment
from basic military training, revised job
preferences, security clearance investi-
gations, dependent data, education, test
scores, grade and promotions, biographi-
cal history, physical information, drug
abuse history, enlistment personal and
guranteed training enlistee program
data, separation data, classification data,
service dates, technical school elimina-
tions, separations, honor graduates, and
Article 15/courts-martial actions. Rec-
ords for high school seniors who are
ASVAB tested and meet the basic Air
Force enlistment criteria showing name,
mailing address, test scores, and high
school where-tested. Enlistment process-
ing records for other military services
showing SSN, name, state and county of
residence, test scores, educational level,
physical profile, processing date and
location, prior service, and other per-
sonal data such as age, sex, race, marital
status, and number of dependents. Off-
cer Training School (OTS) applicant
records showing SSN, name, and other
educational and personal data necessary
for the determination and selection of
attendees at OTS and subsequent com-
missioning as an Air Force officer. Air
Force enlisted recruiter individual rec-
ords showing such items as SSN, name
recruiting office assigned, and date as-
signed to Recruiting Service.
Authority for maintenance of the system:

10 USC 503, Enlistment: recruiting
campaigns. Executive Order 9397, 22 No-
vember 1943, Number System for Ac-
counts Relating to individual persons.
Routine uses of records maintained in the

system, including categories of users
and the purposes of such uses:

To furnish leads to the field recruiters
'derived from the high school ASVAB
testing prograni, evaluate Air Force
recruiters on effectiveness of screening
out potential under/overweight appli-
cants, evaluate recruiter's and job coun-
selor's activity and efficiency levels, ana-
lyze preenlistment job cancellations for
common denominators (reasons), ana-
lyze post-enlistment training pipeline
attritions for common denominators
(reasons), evaluate Air Force job res-
ervation pool and past enlistments for
effect of potential changes in enlistment
policies in areas such as mental qualifi-
cations and physical qualifications,
evaluate interservice recruiting perform-
ance, screen other service enlistees from
Air Force advertising lead files, deter-
mine pass/fail rates for mental and
physical testing, track training perform-
ance of Air Force enlistees, study the
correlation of job held with performance
on the job, study correlation of quality
Indicators with post-enlistment per-
formance, feedback to field recruiters of
individual records on all training attr-

tions, and analyze advertising rezponse.
Used by the personnel record mainte-
nance activity to cross-check file com-
pleteness and accuracy. Individual rec-
ords are aggregated Into various statis-
tical analyses for all levels to ascertain
recruiting and seasonal procurement
trends, to predict future potential
developments, and to assist in the devel-
opment of procurement, claslflcation,
and assignment policle for Air Force
military paonnel.
Policies and practices for storing, relricv-

ing, processing, retaining, and dL-
posing of records in the system:

Storage:
Records are stored on computer mag-

netic tapes, computer magnetic disks and
computer paper printouts.
Retriev'ability:

Filed by name, SSN, or non-permonal
identifier.
Safeguards:

Records are accessed through com-
puter run scheduling arrangements by
persons responsible for servicing the sys-
tem in performance of their offlcial
duties. Computer paper printouts are
distributed only to authorized users.
Records are physically safeguarded by
controlled access to the computer fa-
cility, secured buildings and locked
rooms.
Retention and dispoal:

Enlistment processing records are re-
tained until no longer needed for re-
cruiting purposes; recruiter records are
retained for one year after individual I-
removed from recruiter production
status; ASVAB testing lead Information
is retained for 60 days These retentions
are built into the computer system pro-
gram with automatic software controlled
deletions from the machine-readable
record.
System manager and address:

Director, Marketing and Analyss DI-
rectorate (RSM), HQ United States Air
Force Recruiting Service, Randolph APB,
TX 78148.
Notification procedure:

Requests from Individuals should be
addressed to the Systems Manager, Re-
quests must contain full name, and cur-
rent mailing address.
Record access procedures:

Same as procedures for notification.
Contesting recording procedures:

The Air Force's rules for access to rec-
ords and for contesting and appealing
initial determinations by thb individual
concerned maybe obtalnedfrom the Sys-
tems M anager.
Record source categories:

The source of all records In the syztem
are from automated system Interfaces.
Systems exempted from certain provisions,

of the act:
None.
[FR Doc.77-32284 Filed 11-7-T;8:45 am]

[3710-08]
Department of the Army

NATIONAL BOARD FOR THE PROMOTION
OF RIFLE PRACTICE

Open Meeting

In accordance with Section 10 (a) (2)
of the Federal Advisory Committee Act
(Pub. T. 92-463), announcement is made
of the following committee meeting:
ITamo of comm-ttee: National Board for the

Promotion of Rluo Practice.
Dato of meeting: Niovember 30. 1977.
Placo: Secretary of the Army Conference

Room. Boom 2E531, The Pentagon.
Time: 0300 hour-.
Propozcd agenda:
1. Support for the Hatioua Trophy Matches.
2. Small arms firing school
3. Sale of ammuntion.
4. Production and distribution of the new

long range targets scheduled by Porseom
and Arrcom,

5. 3alo of the M.4 ,Mritles.
6. RevLsion of Army Regulation 020-30.
7. The Presdent's Match.
8. Infantry Trophy Team Match.

This meeting i- open to the public. Any
Interested person may attend, appear be-
fore, or file statementz with the commit-
tee at the time and In the manner per-
mitted by the committee.

JAcm R. RoLrLnmc,
EXecutive Officer.

[FF DazTT-3223 Filed 11-7-T;8:45 rml

[3810-71]
Department of the Navy

NAVY R-SALE SYSTEM ADVISORY
COMMIIIEE

Meeting
Pursuant to the provisions of the Fed-

eral Advisory Committee Act (5 U.C.
APP. 1), notice Is hereby given that the
Navy Resale System Advisory Commit-
tee will meet on November 14, 1977. at
the New York Athletic Club, nNewYork,
N.Y. The morning session of the meeting
will commence at 9 a.m. and terminate
at approximately 12 p.m. The afternoon
sesolon will commence at 1 p.m. and ter-
minate at approximately 3 p.m. The
morning session of the meeting will be
closed to the public.

The Secretary of the Navy has de-
termined In writing that the public In-
terest requires that the morning session
of the meeting, which will involve discus-
sion of InformatIon relating solely to
either internal agency personnel rules
and practices or trade secrets, or con-
fidential and privileged business infor-
mation, be closed to the public. These
matters fall within the exemptions listed
In -ubzectlons 552b (c) (2) and Cc) (4) of
title 5, United States Code. The after-
noon sesslon of the meeting, which will
Involve other non-privileged matters re-
lated to the Navy Exchange Resale Sys-
tem, will be open to the public.

For further information concerning
this meeting, contact:

FEDERAL REGISTER, VOL 42, NO. 215--TUESDAY, NOVEMBER 0, 1977

58197



58198

Commander J. D. Felt, USN, Navy
Supply Systems Command, NAVSUP
09B, Room 801, Crystal Mall, Building
No. 3, Arlington, Va 20376, telephone
202-695-5457.
Dated: November 4, 1977.

K. D. LAWRENCE,
Deputy Assistant Judge Advocate

General (Administrative Law).
[PF Doc.77-32476 Filed 11-7-77;8:45 am]

[3810-.70]
Office of the Secretary

ADVISORY GROUP ON ELECTRON
DEVICES

Advisory Committee Meeting; Change in
Date

Working Group A (Mainly Microwave
Devices) of the DOD Advisory Group on
Electron Devices (AGED) Meeting, origi-
nally scheduled for November 30, 1977
at 201 Varick Street, New York, N.Y., hag
been changed to December 12, 1977. (42
FR 57153, November 1, 1977.)

MAURICE W. RocHE,
Director, Correspondence and

Directives, Office of the As-
sistant Secretary of Defense
(Comptroller).

NOVEMBER 3, 1977.
[FR Doe.77-32264 Filed 11-7-77;8:45 am]

[ 3810-70 ]
ADVISORY GROUP ON ELECTRON

'DEVICES
Advisory Committee Meeting;, Change of

Date
Working Group B (Mainly Low Power

Devices) of the DOD Advisory Group on
Electron Devises (AGED) Meeting, origi-
nally scheduled for November 30, 1977 at
201 Varick Street, New York, N.Y., has
been changed to December 8, 1977 at
Naval Air Systems Command, 1421 Jef-
ferson Davis Highway, Arlington, Va.
(42 FR 57153, November 1, 1977.)

MAURICE W. RocHE,
Director, Correspondence and

Directives, Ofce of the As-
sistant Secretary of Defense
(Cor ptroller).

NOVEMBER 3, 1977.
[PR Doc.77-32265 Filed .11-7-77;8:45 am]

[6560-01]
ENVIRONMENTAL PROTECTION

AGENCY
[PRL 814-4]

RESOURCE CONSERVATION COMMITTEE
Public Meeting;, Solid Waste Product

Charge
The Resource Conservation Commit-

tee is the cabinet level Interagency com-
mittee set up under Section 8002(j) of
the Resource Conservation and Recov-

NOTICES

ery Act. This Committee Is chaired by
the Environmental Protection Agency.
The Committee Is responsible for study-
Ing and making recommendations on a
wide range of resource conservation pol-
icies.

The Committee will make recommen-
dations to the President and the Con-
gress later this year on the appropri-
ateness and feasibility of solid waste
product charge legislation. The Commit-
tee would like to include the public in

-the decision-making process and is so-
liciting views on this potential legislative
initiative.

Three identical public meetings are
scheduled in November to gather infor-
mation pertaining to this issue: The
meetings will be held at the following
locations with registration beginning at
8:30 a.m.:

NovE=isER 17, 1977

General Services Administration Building,
18th Street and F Street NW., Washington,
D.C., Main Auditorium.

Novr=En 18, 1977

Netherland Hilton Hotel, 33 West 5th Street,
Cincinnati, Ohio, (1 Block from Fountain
Square).

NOVEMBER 21, 1977

Bonneville Power Administration Building,
1002 North East Holladay, Portland, Oreg.,
Auditorium.

These meetings will provide interested
parties an opportunity for brief oral
presentations. The following discussion
and questions highlight the issues for
which public comment is sought.

DISCUSSION
THE SOLID WASTE PRODUCT CHARGE:

RATIONALE AND GENERAL DESIGN OPTIONS

As the term has come to be used in the
solid waste policy literature and in con-
kressional bills, a solid waste product
charge would be similar to a Federal ex-
cise tax on the material content of con-
sumer products entering the solid waste
stream. Though varying in specific de-
sign details, most product charge pro-
posals to date have had three character-
istics in common: '

(1) A charge on consumer products
and packaging that Is tied directly to
projected solid waste management costs
for the items in question.

(2) A special exemption or other in-
centive provision for the use of secondary
materials in products and packaging.

(3) Provision for redistributing all or
most of the revenue yield to local govern-
ments for solid waste management pur-
poses.

In essence, these were the basic fea-
tures of the "penny-a-pound" proposal,
originally f6rwarded by Leonard S. Weg-
man at the 1970 Senate Hearings on the
Resource Recovery Act.1 That initiative
provided the original conception for most
later product charge designs, including
those considered at one level or another
by committees in both Houses of the 94th

Congress during the winter and spring
of 1975-76.1,3

Rationale

To a great extent, the rationale for the
product charge concept rests on a basic
principle in the economic theory of ef-
ficient resource allocation.' That is, for
the market system to function efficiently
in allocating all of the economy's scarce
resources, every production and con-
sumption activity should bear the full
social cost of the good or service in ques-
tion. Generally this means that prices
of each product should include all cost,,.
of production. Economists have long
argued that environmental damage costs
should be included in this "total social
cost" concept, along with the normally
priced labor, capital, and other re-
sources 7

It is also recognized by economists that
costs of collecting and disposing of the
discarded product when it enters the
solid waste stream should, by the same
reasoning, be charged against the spe-
cific product.6

At present, collection and disposal
costs are typically paid for either Indi-
rectly and collectively through general
real estate taxes or throilgh fixed peri-
odic levies on each discarder, often unre-
lated to the cost of providing the service.
Thus, individual waste discarders are
seldom charged in proportion to their
total waste contribution; individual
products are never charged as such. This
failure to price solid waste services--that
is, to charge each waste generator and
each product the amount required to col-
lect and process the relevant solid waste
is not only inequitable but also ineffi-
cient. The lack of proportional fees ia in-
equitable in that the costs tend to be
borne equally by taxpayers or in other
ways unrelated to degree of responsibil-
ity. Inefficiency arises from the fact that
when solid waste services are not appro-
priately priced, there is little incentive
either for consumers or for producers to
take action to minimize social costs,

Consumers are not provided with a
market or economic incentive to consider
the solid waste cost implications of their
purchasing decisions. Since the perceived
costs of products are lower than they ac-
tually are to the economy, consumer
are encouraged to purchase more of the
products. Under full-cost pricing, con-
sumers might shift their purchasing
more towards low-waste items (return-
able containers, reusable tableware, lon-
ger-lived durable goods) and might give
more emphasis In recycling as an alter-
native to disposal. Similarly, there is a
lack of competitive incentive among pro-
ducers to minimize the waste disposal
costs associated with a product as there
is to minimize costs of captial, labor, and
other directly priced inputs to produc-
tion. Waste-reducing actions by pro-
ducers might include redesigning prod-
ucts to reduce material requirements or
improve recyclability, or greater use o
secondary material.
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This failure of consumer product and
packaging markets to fully reflect solid
waste management costs amounts to an
implicit subsidy for physically and eco-
nomically wasteful production and con-
sumption habits. It thus contributes to
excessive use of material and energy re-
sources and elevated levels of waste dis-
charges.

A charge on products at their point of
manufacture or sale, equal in amount to
the product's prospective waste collec-
tion and disposal costs, would be a way
of pricing solid waste collection and dis-
posal services on a product-by-product
basis. This would insure that those whose
production and consumption, decisions

.jointly and ultimately determine the
quantity of solid wastes will directly bear
the costs resulting from their choices. In
the jargon of economics, this would "in-
ternalize" the cost of solid waste man-
agement within the relevant market sec-
tors. The primary social benefit would be
to establish a framework of economic In-
centives to stimulate economically ea-
cient waste reduction and recycling ef-
forts by both producers and consumers.

As viewed by economists, the product
charge is a possible tool for Improving
the overall economic efficiency of c6n-
sum~r goods markets in relation to raw
materials supply and solid waste man-
agement sectors. Environmentalists may
view the product charge approach pri-
marily as an incentive system for encour-
aging resource recovery and waste reduc-
tion. City managers or others concerned.
with local solid waste management prob-
lems, on the other hand, may have little
regard for the economic incentive fea-
tures of the charge and may be much
more concerned with possible revenue-
sharing provisions.

As discussed below, the issue of what
to do with the revenue yielded by a prod-
uct charge is. in principle, completely
separable from the concept of the charge
as a market incentive mechanism.
Whether revenues should be shared with
local governments, as in most recent pro-
posals, or designated for other purposes,
or returned to individual families via in-
come tax rebates is a matter for policy
debate,

Practical Design Issues
Although the Principal rationale and

general outlines of a product charge sys-
tem may be clear, a number of practical
design considerations arise in any effort
to translate the concept into a formal
proposaL Design issues that have ap-
leared most important thus far include
the following:

What products should be included?
What material characteristic(s) (e.g.,

weight, volume) should be the basis for
the charge?

At what point in the production-dis-
tribution system should products be
charged?

How much should the charge &e~?
Should recycling be credited to the

product in assessing the charge, and, If
so, how?

Should there be a phasing in of the
charge over time?

How should the revenues be utilized?
What products should be included? If

one accepts the economists' rationale for
the charge, then in principle all products
entering municipal waste should be
charged since all give rise to collection
and dLsposal costs. In practice, the ad-
ministrative complexity and expense of
charging certain small-volumo products
or small-scale producers may be taken as
sufficient reason to Justify exemptions.
It is not clear from analyss thus far at
what point the added costs of including
more products would exceed the addi-
tional benefits.

A more practical consideration from a
research and analysis standpoint is that
the complexity of the estimating tasks
expands rapidly with expansion of the
number of products considered. Thus,
analysis thus far has included only paper
products and nonpaper packaging ma-
terials. Together these broad catezories
include about 80 percent of total nonfood
product materials In the municipal wnste
stream, and the great majority of the
short-lived or nondurable goods (Tables
1 and 2).

What matcrial characteristc should
be the basis for the charge? If the
charge is intended to cause prices
of individual products to reflect their
prospective waste management coots,
then some method must be selected for
relating these costs to specific products.
Timm l.-Ppn PROnucr Catchoapzzc zr Pc-

CoNsrUMa SOLID WA,,rs
Paper

Nev-sprint
-Printing, writing, and related paper
Packaging and industrial converting papcr
Tissue and canitary ~par

Contalnerboard *
Linerboard
Corrugating media
'Container chip and filler

Boxboard x
Folding boxboard
Setup boxboard
MIk cartons and food se-vlce container

Tex= 2.-Noxz'P.*a Peczua Cau -zrm
fl POs-CoNSMft-z So WASX.

Cellophane
Polyothyleno
Polypropylene
Plastic shect
Polystyrene and other thaermoformed
Plastic closures
Plastic bottlcs
Plastic tubes, cups, jars, boxes, bankat%

foams.
Glass jars
Glass refillable bottles
Glass nonreflllablo bottles
Steel cam
Aerosol cans
Metal closures
Aluminum foil
Aluminum plates
Aluminumcam
Collapsible tubes

Factors suggested as possibilities for
allocating solid waste costs to specii

%fDoes not Include miscellaneous paper-
boards.

products have Included weight, volume
compacted volume, weight of incinerated
rcsidue, and "ease" of recycling or dis-
posal. Weight Is the most widely esti-
mated factor and probably the most
casily administered charge criterion and
would serm Gpproprlnte for many, if not
mos, products. The benefits that might
result from more precisely tailored
chargec must ultimately be Judged
against their grenater administrative
complexity.

There are at least two cate gories: where
an exception to the weight-based charge
maybe justified. Product categories (such
as rigid packaging) vhere competing
products have very different weight-to-
volume ratios (aluminum versus glass
containers, for example) but where the
products nonetheless require roughly the
same volume in mixed waste collection
and disposal, might be more appropri-
ately charged on a pet Item or volume
basis. Bulky Items, such as tires or refrig-
erators, which involve special collection
and disposal problems, might also best be
charged per item. For such large itemsz,
a direct estimate of their collection and
dits;pal costs might be feasible-

At what point in prcdtu tio n should the
charge be assessed? The principal issues
here appear to be those of administrative
feasibility and cost. n general, the closer
to wholesale and retail levels of distri-
bution, the more dlffcult and costly the
charge program would become to admin-
ister. TIhis is due to two factor. Tue
first and perhaps more significant is the
very large numbers of charge collection
points; the second is possibly greater
monitoring difficulties In certifying the
primary and secondary material content
of goods the further they are from their
original production sources.

Usually, the further bac in the pro-
duction sequence towards bulk raw mate-
rini production, the fewer the manufac-
turing sources and hence thd fewer the
collection and monitoring points. The
principal problem at this early stage of
material processing (say, the bulk paper
manufacturing level) may be to distin-
guish the fraction of total product out-
put de tined to enter the municipal waste
stream. Another difficulty here may be
in making allowances in the charge level
for "prompt" or manufacturing scrap
generated at subsequent production
stages, since the charge concept would
apply only to the weight (or volume) of
the finished goods rather than on origi-
nal bulk weight (or volume).

How much. should the charge be? In
principle, If the economic efficiency ra-
tionale Is to govern, the charges should
reflect the total costs to society of col-
lecting and disposing of the product. Ac-
cording to current EPA estimates, the
direct costs of collecting, processing, and
landfilling municipal wastes will average
about $30 per ton, or 1.5 cents per pouncL
In 1976. This figure could be refined and
improved by more extensive cost-sam-
pling data. Some economists would also
argue that, from a national efficiency
viewpoint, land and capital costs are un-
derstated by conventional local govern-
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ment accounting and financing practices
(see Chapter 1) and that a national level
charge should reflect the true, higher
social opportunity costs of land and
capital.

How should credits for recycling be
handled? Most product charge proposals
to date have specified that only the vir-
gin material content of bulk raw mate-
rials or products would be charged. This,
in effect, provides an implicit subsidy for
the use of secondary (recycled) mate-
rials. It is further generally assumed,
either implicitly or explicitly, that this
credit for the use of recycled material
should apply only to the post-consumer
waste content, and not to either home
scrap (recycled within the establish-
ment) or other "prompt" or "new" in-
dustrial scrap sources.

It must be recognized that the task of
assessing the recycled material content
of bulk or finished raw materials and
also determining the type of waste source
may pose some administrative and mon-
itoring difficulties.

An alternative concept would be to
credit products according to estimates of
that product's own material recycling (or
energy recovery) record (rather than its
secondary material content). This has
certain merits but wbuld also pose ad-
ministrative difficulties in that it requires
detailed recycling estimates, nationwide,
for all major individual products and
packaging types.

Should the charge be phased in over
time? Phasing in the charge by incre-
mental amounts over, say, 5 to 10 years
would have the beneficial effect of avoid-
Ing shock impacts on affected industries
and allow time for adjustments (recy-
cling and waster reduction) that would
mltigate the financial impacts on both
producers and consumers. Recent Con-
gressional committee discussions have as-
sumed as 10-year phase-in period (10
percent of the total charge being imple-
mented each year).

How should the revenues be utilized?
Under any charge scheme, Federal rev-
enues will be generated. Several alterna-
tive uses of these revenues are possible,
including: (1) allocating the revenues
to the general fund as is done with many
excise taxes; (2) allocating part or all of
the yield to Federal solid waste or other
program areas; (3) rebating the rev-
enues to individual households, possibly
via writeoffs on individual income tax re-
turns; and (4) distributing the revenues
to local governments, either earmarked
for solid waste management or other
programs or as non-tied revenue shar-
ing.

Most recent proposals have favored
revenue sharing with local governments
tied to 'some (generally undefined) solid
waste management or resource recovery
function. The estimated amount in-
volved could total on the order of $2 bil-
lion per year if a $30 per ton charge were
fully implemented by 1980 or 1985.
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The following questions highlight the
issues for which the Committee seeks
public comment:

1. What should the Resource Conser-
vation Committee recommend regarding
the potential development of legislation
which levies a solid waste product charge-
on consumer prdducts aid packaging?
Must- a product charge be levied at a
national level to be effective? Should
State and local governments be urged to
promote the concept?

2. What alternatives to product charges
could accomplish similar results? What
are the relative impacts on pollution and
energy and materials consumption of
these alternatives?

3. How, if at all, should product pharge
legislation relate to Federal, State or
local beverage contaiier deposit require-
ments?

4. What are the social aspects and
consequences of product charge legisla-
tion? What sectors of society would be
affected?

5. What are the economic conse-
quences, both positive and negative, of
resource conservation as it relates to
product charge legislation? Should there
be compensation for economic losses and,
if so, how should this be accomplished?

6. What are the environmental impacts,
both positive and negative which may oc-
cur as a result of product charge legisla-
tion? For what products could such
charges significantly affect resource use?

7. Is additional research on this sub-
ject necessary or desirable prior to a leg-
islative proposal? What should such re-
search focus upon?

8. What are the key elements that
should appear in product charge legisla-
tion?

9. What products or types of packag-
ing should be included In a product
charge requirement? What special prob-
lems are associated with putting a charge
on particular products?

10. What should the size of such a
charge be? Should it vary by product?

What product characteristics (e.g.,
weight, volume, value, etc.) should be
used as the basis for the charge? I

11. At what point in the production/
distribution system should the charge
be levied? How does this affect, the im-
pact and the administrative problems as-
sociated with the charge?

12. Should the amount of the product
charge be reduced in relation to the
amount of recycled material in the prod-
ucts covered by the charge? If so, by
how much?

13. Should the product charge be
phased in over time? If desirable, should
phasing be by product category or by the
magnitude of the charge?

14. How should the revenues raised by
the charge be used? If used to offset pub-
lic disposal cost outlays, how should they
be distributed?

Interested parties who -are unable to
attend or wish to make more extended
comment are encouraged to submit writ-
ten comments with the assurance that
they will receive equally complete con-
sideration by the Committee. Written
comments must be received no later than
November 28, 1977.

Comments and questions should be di-
rected to Susan B. Mann, Public Partici-
pation Liaison, Resource Conservation
Committee, (WH-563), 401 M Street
SW., Washington, D.C. 20460, 202-755-
9145.

Approved:
Dated: November 4, 1077.

THOIAS C. JORLING,
Assistant Administrator for

Water and Hazardous Materials.
[FR Doc.77-32510 Filed 11-7-77t8:45 am]

[6712-01 ]

FEDERAL COMMUNICATIONS
COMMISSION

[FCC 77-741]
ANNUAL PROGRAMMING REPORT

Composite Week Dates
NovEmnER 3, 1977.

The following dates will constitute the
composite week for use in the prepara-
tion of the Annual Programming Report
(FCC Form 303-A) for all commercial
television licensees and permittees who
must file this report by February 1, 1978.
Sunday-February 6, 1977.
Monday-March 14, 1977.
Tuesday-May 24, 1977.
Wednesday-April 6, 1977,
Thursday--September 1,1977,
Friday-October 21, 1977.
Saturday-July 16, 1977.

COMPOSITE WEEK FOR PROORAM Loa ANAL-
YSIS FOR COMMERCIAL TV LICENSEES
AND CERTAIN OTHER APPLICANTS
Licensees of commercial television sta-

tions with license expiration dates of
June 1, and thereafter during calendar
year 1978, will also use the composite
week dates set forth above In answering
Question Nos. 5, 11 and 12 of Section XV
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of the television license renewal applica-
tion (FCC Form 303).

Additionally, the above dates will con-
stitute the composite week for use by
television applicants in preparing as-
signment of license and transfer of con-
trol applications filed on or after Janu-
ary 1,1978.

Action by the Commission November 2,
1977. Commissioners Ferris (Chairman),
Lee, Quello, Washburn, Fogarty, and
White.

FEDERAL COMMNICATIONS
COMMISSION,

WILLzA J. TacAaRco,
Acting Secretary.

[FR Doc.77-32294 Filed 11-7-77;8:45 am]

[ 6712-01]
[Report No. 1-402]

COMMON CARRIER SERVICES
INFORMATION

International and Satellite Radio
Applications Accepted for Filing

OCTOBER 31, 1977.
The Applications listed herein have

been found, upon initial review, to be ac-
ceptable for filing. The Commission re-
serves the right to return any of these
applications if, upon further examina-
tion, it is determined they are defective
and not in conformance with the Com-
mission's rules, regulations and its Poli-
cies. Final action will not be taken on
any of these applications earlier than
31 days following the date of this notice.
Section 309(d) (1).

FEDERAL COMMU'CATIONS
COMMIsSION,

WILLIAM J. TR.IARIco,
I Acting Secretary.

SATELL1T COLE1TlflCATIONS SERVCzS
AZTENIMMIM

511-DSE-P/L-77--Columbia Cable TV Co.,
Columbia, S.C. Amended to change longi-
tude to: 81*01"01' ' W.

633-DSE-P/L-77-0ceanIc Cablevislon, Inc.,
Kelibi, Hawall. Amended to change loca-
tion to: KalIki instead of TrAhe Point. Lat.
21*21'44" N., Long. 157o51"23" W.

610-DSE-P/L-77--Mid South Cablevislon
Inc, Pearl, MIch. Amended to receive the
programming from the Madison Square
Garden events, signals from Station
WTCG-TV, Atlanta, Ga. and WYAH-TV,
Ch. 27, Portsmouth, Va.

453-DSE--P/L-.T-Kansas City Cable, Inc.,
Kansas City, Kans. Amended to correct the
coordinates to: Lat. 39°06'21" N., Long.
94-40'31" W.

649-DSE-P/L-77-Alert Cable TV, Inc., Fort
Benning, Ga. Amended to add the recep-
tion of signals from the Home Box Office,
Inc.

489-DSE-P/L-76-Vision Cable of South
Carolina, Florence, S.C. Amended to
change coordinates to: Lat. 34*10'00" N.,
Long. 79°50'12' ' W.

OH 37-DSE-P-78--The Ohio State Univer-
sity, Columbus, Ohio. Authority to con-
struct, own and operate a domestic com-
munications satellite receive-only earth
station at this location. Lat. 40"01"41" N.,
Long. 83°01'74" W. Bee. freq: 3700-4200
m1ii, Emission 36000F9. With a 10 meter
antenna.

ME 38-DsE-P-78--Colby-Bates Bowdoin
Educational Telecasting Corp., Lewiston,
Maine. Authority to construct, own and
operate a domestic communications satel-
lite receive-only earth station at this loca-
tion. Lat. 44109'111' N.. Long. 70"00'46" W.
Rec. freq: 3700-4200 71mH! EmLIsion
36000F9. With a 10 meter antenna.

Lu 39-DSE-P-78--Detroit Educational Tele-
vision Foundation, Avon Townchip. Mch.
Authority to construct, own and operate a
domestic communications satellite receive-
only earth station at this location. Lat.
42°41"08 '" N. Long. 83"07'22" W. ec. freq:
3700-4200 1.Hnn. Emison 3OOOOF9. with a
10 meter antenna.

MS 40-DSE-P/L-78--Oxford Video Co, Ox-
ford, Miss. Authority to construct, own
and operate a domestic communications
satellite receive-only earth station at this
location. Lat. 34"25'26'" N, Long. 89"31'51"
W. ec. freq: 3700-4200 MUz. Emission
36000F9. With a 5 meter antenna.

41-DSE-P/L-78-Teleprompter Corp. various
locations. Authority to construct a receive-
only developmental satellite earth station
to be operated at various locations
throughout the continental United States.
nec. freq: 3700-4200 GH Emlion
36000F9. With a 3 meter antenna.

AL-42-DSE-ML-78-Telecable of Columbus,
Inc., Smiths, Ala. Modification of licen e
to. operate this facility on a non-profit
cost-sharing basis with Columbus Cable-
vision, Inc.

WV 43-DSE-P/L-78--Century Huntington
Co., Huntington, W. Va. Authority to con-
struct, own and operate a domestic com-
munications satellite receive-only earth
station at this location. Lat. 38"23'30" N..
Long. 82°29'31" W. Rec. freq: 3700-4200
RM9Hz Emission 36000F9. With a 4.3 meter
antenna. (Conical horn reflect6r.)

OH 44-DSE-P/L-78-Marlon CATV, Inc..
Marlon, Ohio. Authority to construct, own
and operate a domestic communications
satellite receive-only earth station at this

-location. Lat. 40*36'09' " N., Long. 83"08'08"
W. Ree. freq: 3700-4200 1.1z, Em-ion
36000F9. With a S meter antenna.

FL 45-DSE-M-78--North Lauderdale Cable-
vislon, Inc. (WE-O), North Lauderdale
Fla. Modification of license to permit the
reception of signals from Station VWTCG-
TV, Channel 17, Atlanta, Ga. and the
Christian Broadcasting Network.

CT 4G-DSE-M.78---Homa Entertainment
Co. (WESO), Seymour, Conn. Modlifcation
of license to permit a nearby cable sys-
tem (Bridgeport Cablevlsion, Inc.) to re-
ceive the programming of the Madison
Square Garden events through this earth
station facility.

[FR, Doc.77-3220- Filed 11-7-77;8:45 am)

[ 6712-011
PURAC

Meeting

A meeting of the Personal Use Radio
Advisory Committee (PURAC) will take

place at the Sheraton Inn, US. Business

Route 15 South, Gettysburg, Pa., on De-
cember 7 and 8, 1977, at 9 an.

The agenda for the meeting on De-
cember 7 will be to consider for adoption
by the full committee the following five
reports:
Operator Training Program.
Dissemination of Information.
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Public Safety Uses of Personal Radio.
Ucer tule Compliance.
Local Interference.

The agenda for December 8 will be the
various meetings of ndividual task areas,
the purposes of which are to progress
toward the submission of final reports to
the full committee.

A tour of the Commission's Gettysburg
facilities will be available to members of
PURAC and general public alike both
days.

Only those persons who are members
of PURAC will be eligible to debate and
vote. The general public, however, is in-
vited to attend. Proxies may vote in a
member's place if a signed statement
from the member designating the proxy
Is provided.

F=RALm&r COsM=11ncATIONSCo~mnsCorr c~~COMM=ONI0
WLIm J. TalcAnco,

Acting Secretary.

[FR Doc.77-32489 Filed 11-7-77;8:45 am]

[ 6730-01]
FEDERAL MARITIME COMMISSION

PUERTO RICO MARITIME SHIPPING
AUTHORITY, El AL

Agreement Filed

The Federal laritime Commission
hereby gives notice that the following
agreement has been filed with the Com-
mission for approval pursuant to section
15 of the Shipping Act, 1916, as amended
(39 Stat. 733, "75 Stat. 763, 46 U.S.C. 814).

Interested parties may inspect and ob-
tain a copy of the agreement and the
Justification offered therefor at the
Washington Office of the Federal Mari-
time Commission, 1100 L Street NW.,
Room 10126; or may inspect the agree-
ment at the Field Offices located at New
York, N.Y.; New Orleans, La.; San Fran-
cisco, Calif.; and San Juan, PR. In-
terested parties may submit comments
on the agreement, including requests for
learing, to the Secretary, Federal Mari-
time Commission, Washington, D.C.,
20573, on or before November 28, 1977.
Comments should include facts and
arguments concerning the approval,
modification, or disapproval of the pro-
posed agreement. Comments shall dis-
cuss with particularity allegations that
the agreement Is unJustly discriminatory
or unfair as between carriers, shippers,
exporters, importers, or ports, or between
exporters from the United States and
their foreign competitors, or operators
to the detriment of the commerce of the
United States, or is contrary to the pub-
lic interest, or Is In violation of the Act.

A copy of any comments should also be
forwarded to the party filing the agree-
ment and the statement should indicate
that this ha. been done.
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PuEaTo RiCo ARarriT SHIPING AuToRanrr
TRAILER MARn TRAnSPORT CouP.

SEATEArn Gruoo, INC.
AND

55a-L. SERVICE, INC.

Notice of agreement filed by:

Amy L. Xlein, Esquire, Galland, Elharasch,
Calkins & Short, Canal Square, 1054
Thirty-First Street NW., Washington,
D.C. 20007.

Agreement No. DC-83-4, among Puerto
Rico Mfaritima Shipping Authority, Trailer
larine Transport Corp., Seatrain Gltmo, Inc.,
and Sea-Land Service, Inc., modifies the
basic agreement which provides for the par-
ties': (1) discussion of tariff rates, charges,
classifications, practices, and related mat-
ters to be charged or observed by each in
the U.S. Atlantic Coast/Puerto Rico trade;
and (2) discussion exploring the resolu-
tion of matters in litigation between the
parties before the Federal 1aritime Com-
mission. The present agreement will expire
December 28, 1977, and the purpose of the
modification is to extend Commission ap-
proval of the basic agreement for -an addi-
tional year.

Dated: November 3, 1977.
By Order of the Federal Maritime

Commission.
FRANCIs C. HuRNEY,

Secretary.
[FR Doc.77-32349 Filed 11-7-77;8:45 am]

[ 6210-01]
FEDERAL RESERVE SYSTEM

CENTRAL BANCSHARES OF THE SOUTH,
INC.

Proposed Acquisition of Trust Co. of
California

Central Bancshares of the South, Inc.,
Birmingham, Ala., has applied, pursu-
ant to section 4(c) (8) of the Bank
Holding Company Act (12 U.S.C. 1843 (c)
(8)) and § 225.4(b) (2) of the- Board's
Regulation Y (12 6FR 225.4(b) (2)), for
permission to acquire voting shares of
The Trust Co. of California, Newport
Beach, Calif. Notice of the application
was published on October 29, 1977,.in
The Los Angeles Times, a newspaper cir-
culated in Los Angeles, Calif.

Applicant states that the proposed
subsidiary would perform the activities
that may be .carried on by a trust com-
pany (including activities of a fiduciary,
agency, or custodian nature) in the man-
ner authorized by State law. Such activi-
ties have been specified by the Board in
§ 225.4(a) of Regulation Y as permissible
for bank holding companies, subject to
Board approval of individual proposals
in accordance with the procedures of
§ 225.4(b).

Interested persons may express their
views- on the question whether consum-
mation of the proposal can "reasonably
be expected to produce' benefits to the
public, such as greater convenience, In-
creased competition, or gains in, effi-
ciency, that outweigh possible adverse
effects, such as undue concentration of
resources, decreased or imfair competi-
tion, conflicts of interests, or unsound
banking practices." Any request for a
hearing on this question should be ac-

companied by a statement summarizing-
the evidence the person requesting the
hearing proposes to submit or to elicit
at the hearing and a statement of the
reasons why this matter should not be
resolved without a hearing.

The application may be inspected at
the offices of the Board of Governors or
at the Federal Reserve Bank of Atlanta.

Any views or requests for hearing
should be submitted in writing and re-
,ceived by the Secretary, Board of Gov-
ernors of the Federal Reserve System,
Washington, D.C. 20551, not later than
November 30, 1977.

Board of Governors of -the Federal
Reserve System, November 2, 1977.

ROBERT E. MATTHEWS,
Assistant Secretary of the Board.

IFR Doc.77-32245 Filed n--7-77;8:45 am]

[6210-01]
CENTRAL NATIONAL BANCSHARES, INC.

Acquisition of Bank
Central National Bancshares, Inc.,

Des Moines, Iowa, has applied for the
Board's approval under section 3(a) (3)
of the Bank Holding Company Act (12
U.S.C. 1842(a) (3) to acquire indirectly,
through the acquisition of 80 percent or
more of the voting shares of Associated
Bank Corp., Mason City, Iowa, voting
shares of the following banks: Iowa
Trust & Savings Bank, Estherville, Iowa;
Iowa County Savings Bank,- Marengo,
Iowa; First Trust & Union Savings Bank,
Sigourney,- Iowa; Community State
Bank of Clear Lake, Clear Lake, Iowa;,
Kalona Savings Bank, Kalona, Iowa;
and Cresco National Bank, Cresco, Iowa.
The factors that are considered in acting
on the application are set forth In sec-
tion 3(c) of the Act (12 U.S.C. 1842(c)).

Central National Bancshares, Inc., Des
Moines, Iowa, has also applied, pursuant
to -section 4(c) (8) of the Bank Holding
Company Act (12 U.S.C. 1843(c) (8)) and
§ 225.4(b) (2) of the Board's Regulation
Y (12 CPR 225.4(b) (22)), for permission
to acquire voting shares of Leasing, Inc.,
Mason City, Iowa. Notice of the appli-
cation was published on October 7, 1977,
In The Globe Gazette, -a newspaper cir-
culated In Mason City, Cerro Gordo
County, Iowa, and in The Des Moines
Register, a newspaper circulated in Des
Moines, Iowa;

Applicant states that the proposed
subsidiary would engage in the activities
of leasingrpersonal property and equip-
ment, or acting as agent, broker, or ad-
visor in leasing of such property, where
at the inception of the initial lease the
expectation is that the effect of the
transaction and reasonably anticipated"
future transactions with the same lessee
as to the same property will be to com-
pensate the lessor for not less than the
lessor's full investment in the property,
and making or acquiring, for its own
account or the accounts of others, loans
or other extensions of credit that would
be functionally equivalent 'to a lease.
Such activities have been specified by
the Board in § 225.4(a) of Regulation Y
as permissible for bank holding compa-

nies, subject to Board approval of indi-
vidual proposals in accordance with the
procedures of § 225A(b).

Interested persons may express their
views on the question whether consum-
mation of the proposal can "reasonably
be expected to produce benefits to the
public, such as greater convenience, In-
creased competition, or gains in effi-
ciency, that outweigh possible adverse
effects, such as undue concentration of
resources, decreased or unfair competi-
tion, conflicts of interests, or unsound
banking practices." Any request for i
hearing on this queitlon should be ao-
companied by a statement summarIzing
the evidence the person requesting the
hearing proposes to submit or to elicit
at the hearing and a statement of'the
reasons why this matter should not be
resolved without a hearing.

The application may be inspected at
the offices of the Board of Governors or
at the Federal Reserve Bank of Chicago.

Any views or requests for hearing
should be submitted in writing and re-
ceived by the Secretary, Board of Gov-
ernors of the Federal Reserve System,
Washington, D.C. 20551, not later than
November 30, 1977.

Board of Governors of the Federal Re-
serve System, November 2, 1977.

ROBERT E. MATTIIEWS,
Assistant Secretary of the Board.

IFR Doe.77-32246 Filed 11-7-77;8:45 am]

[6210-01]
WELLMAN INVESTMENT CO.
Formation of Bank Holding Co.

Wellman Investment Co., Wellman,
Iowa, has applied for the Board's ap-
proval under Section 3(a) (1) of the Ban]k
Holding Company Act (12 U.S.C, 1842
(a) (1)) to become a bank holding com-
pany by acquiring 80 percent or more of
the voting shares of Wellman Savings
Bank, Wellman, Iowa. The factors that
are considered In acting on the applica-
tion are set forth in Section 3(c) of the
Act (12 U.S.C. 1842(c)).

The application may be inspected at
the offices of the Board of Governors or
at the Federal Reserve Bank of Chicago.
Any person wishing to comment on the
application should submit views In writ-
ing to the Reserve Bank, to be received
not later than December 5, 1977.

Board of Governors of the Federal Re-
serve System, November 2, 1977,

ROBERT E. MATTHEWS,
Assistant Secretary of the Board.

[FR Doc.77-32247 iled 11-7-77;0:45 am]

[6820-38]

GENERAL SERVICES
ADMINISTRATION
ITemponr'y lg.F-440]

FEDERAL PROPERTY MANAGEMENT
REGULATIONS

Delegation of Authority
1. Purpose. This regulation delegatfl

authority to the Secretary of Deense
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to represent in conjunction with the Ad-
ministrator of General Services the in-
terests of the executive agencies of the
Federal Government in a jurisdictional
separations proceeding.

2. Effective date. This regulation is
effective immediately.

3. Delegation. a. rursuant to the au-
thority vested in ine by the Federal
Property and Administrative Services
Act of 1949, 63 Stat. 377, as amended,
particularly sections 201(a) (4) and
205(d) (40 U.S.C. 481(a) (4) and 486
(d)), authority is delegated to the Sec-
retary of Defense to represent the con-
sumer interests of the executive agencies
of the Federal Government before the
Federal Communications Commission
involving the establishment of jurisdic-
tional separations precedures applicable
to Alaska and Hawaii.

b. The Secretary of Defense may re-
delegate this authority to any officer,
official, or employee of the Department of
Defense.

c. This authority shall be exercised in
accordance with the policies procedures,
and controls prescribed by the General
Services Administration, and shall be
exercised in cooperation with the re-
sponsible officers, officials, and employees
thereof.

JAY SOLOMON,
Administrator of General Services.

OCTOBER 27, 1977.
[FR DoC.77--32234 Filed 11-7-77;8:45 am]

[ 6820-38]
STRATEGIC AND CRITICAL MATERIALS

STOCKPILE
Policy Announcement

President Carter has reaffirmed major
elements of the strategic and critical
materials stockpile policy developed in
1976. -

The moratorium imposed last Feb-
ruary on requests for new acquisitions
and disposals has been lifted.

A new feature of the policy is to en-
sure that the highest priorities for ac-
quisitions of stockpile materials are as-
sociated with developing a strong readi-
ness posture for the first year of an
emergency.

The key elements of the previous
policy that remain in force are:

(1) Stockpile planning will be based
on United States requirements during
the first three years of a major war.

(2) Significant austerity measures will
e taken as necessary within the na-
tional economy during wartime to sus-
ain defense production. The stockpile

will provide a basis for timely mobiliza-
Lion and economic strength during war-
time.

(3) An interagency stockpile planning
process is approved, which includes
development of an annual materials
plan for acquisitions and disposals of
stockpile materials.

The stockpile goals announced Octo-
ber 1, 1976, remain in force, but the over-

all goals, which are long-range in na-
ture, will be reviewed at least annually
and revised whenever appropriate.

Progress toward the goals will be made
annually through development of the
annual materials plan by the inter-
agency Annual Materials Plan Steering
Committee, chaired by the General Serv-
ices Administration's Federal Prepared-
ness Agency (FPA). The annual mate-
rials plans for acquisitions and dispol
of stockpile materials will be in full ac-
cord with the policy prescribed by Presi-
dent Carter. The materials proposed for
acquisition or disposal in any year will
not be made known to the public until
after they have been presented to the
appropriate Congressional Committees.
. The first action to be taken by the Ad-
mini tration under the new policy is
preparation of a supplemental budget re-
qest for fiscal 1978 by GSA-FPA.

Dated: October 7, 1977.

• JAY SoLoMoN,
Administrator of General Services.

[FR Doc.77-32233 Filed 11-7-778:45 am]

* [4110-08 ]
DEPARTMENT OF HEALTH,
EDUCATION, AND WELFARE

National Institutes of Health

NATIONAL DIABETES ADVISORY BOARD

Amended Notice of Meeting
Notice is hereby given of a change in

the meeting of the National Diabetes Ad-
visory Board on November 16, 1977, 8:30
a.m. to 5 p.m., in Conference Room 5051,
HEW-North Building, 330 Independence
Avenue SW., Washington, D.C., which
was published in the FEDERAL REGsTERn
on October 14,1977,42 FR 55269.

In addition to the meeting of the
Board, there will be a meeting of the
Executive Committee on November 15,
1977, in Washington, D.C. The time and
meeting location may be obtained by con-
tacting Mr. Raymond A. Xuehne, Execu-
tive Director of the Board, p.O. Box
30174, Bethesda, Mld. 20014, 301-496-
6045.

The meetings, which will be open to
the public, are being held to continue
revenue of the status and implementa-
tion of the long-range plan to combat
diabetes formulated by the National
Commission on Diabetes. Attendance by
the public will be limited to space avail-
able.

Mr. Raymond '. Kuehne, Executive
Director of the Board (address above)
will provide summaries of the meeting.
(Catalog of Federal Domestic Arsistance Pro-
gram No. 13.847, National Institute of
Health.)

Dated: November 2, 1977.

SUZANNE Iu FREMEAU,
Committee Marnagement Olflcer,

National institutes of Health.
[FR Doc.77-32276 Filed 11-7-77;8:45 am]

[4110-.081
NATIONAL CANCER INSTITUTE

ADVISORY COMMITTEES
Meetings for Review of Contract Proposals

and Grant Applications
Pursuant to Pub. L 92-463, notice is

hereby given of the meetings of commit-
tees advisory to the National Cancer
Institute.

These meetings will be open to the
public to discuss administrative details
or other issues relating to committee
busines as indicated in the notice. At-
tendance by the public will be limited to
space available.

These meetings will be closed to the
public as indicated below in accordance
with the provisions set forth in Sections.
552b(c) (4) and 552b(c) (6), Title 5,
U.S.C. and Section 10(d) of Pub. I.. 92-
463, for the review, discussion and
evaluation of individual contract pro-
posals and grant applications, as indi-
cated. These proposals and applications
and the discussions could reveal con-
fidential trade secrets or commercial
property such as patentable material,
and personal information concerning in-
dividuals associated with the proposals
and applications.

Mrs. Marjorie F. Early, Committee
Management Officer, NCI, Building 31,
Room 4B43, National Institutes of
Health, Bethesda, Md. 20014, 301-496--
5708, will furnish summaries of the
meetings and rosters of committee mem-
bers, upon request. Other information
pertaining to the meeting can be ob-
tained from the Executive Secretary in-
dicated. Meetings will be held at- the
National Institutes of Health, 9000
Rockville Pike, Bethesda, Z d. 20014, un-
less otherwise stated.

Name of Committee: National Large Bowel
Cancer Project Working Cadre.

Dates: December 1-2, 1977; 71:30 p.m.
Place: Andercon Mayfair Hotel, 1600 Hol-

combe Boulevard, Houston, Tex.
Times:
Open: December 1, 7:30 pa.m-8:30 p.m.
Clozd: December 1, 8:30 p.m.-10:30 p.m.
Cloced: December 2, 9:00 a.m.-adjournment.
Closure Reason: To review research grant

applications.
Executive Secretary: Dr. Andrew Chiarodo.
Address: Wetwood Building Room 853, Na-

tional Institute- of Health.
Phone: 301-49C-7194.
(Catalog of Federal Domestic Assistance
Number 13.393; 13.394. 13395, National In-
stitutes of Health.)
Name of CommItte: Diagnostic Research Ad-

visory Group.
Dates: December 6-8 1977; 8:30 a.a.
Place: Building 310, Conference Room 6, Na-

tional Institutes of Health.
Times:
Open: December 6, 8:30 a.m.-ll:00 a.m.
Agenda Open Portion: General business re-

lated to cancer diagnosis contract research
program and review of current contract.

Closed: December 6, 11:00 a.m.-5:00 p.m.
Closed: December 7, 8:30 am.-5:00 px.
Closed: December 8, 8:30 a.m.-adjournment.
Closure Reason: To review research con-

tract proposals.
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Executive Secretary: Dr. R. Quentin Black-
well.

Address: Building 31, Room 3A10, National
Institutes of Health.

Phone: 301-496-1591.

(Catalog of Federal Domestic Assistance
Number 13.394, National Institutes of
Health)
Name of Committee: National Bladder Can-

cer Project Working Cadre.
Dates: December 8-9, 1977; 8:30 am.
Place: Marriott Hotel, Dulles Airport, Chan-

tilly, Va.
Times:
Open: December 8, 8:30 a.m.-12:00 noon.
Agenda/Open Portion: To review progress

,reports.
Closed: December 8, 1:00 p.m--5:O0 p.m.
Closed: Decewiber 9, 8:30 a.m.-adjournment.
Closure Reason: To review research grant ap-

plications.
Executive Secretary: Dr. William Straile.
Address: Westwood Building, Room 853, Na-

tional Institutes of Health.
Phone: 301-496-7194.

(Catalog of Federal Domestic Assistance
Number 13.393; 13,394 13.395, National Insti-
tutes of Health)
Name of Committee: Committee on Cancer

Immunodiagnosis.
Dates: December 12, 1977; 1:00 p.m.
Place: Building 10, Room 4B14, National-

Institutes of Health.
Times:

Open: December 12, 1:00 p~m1:30 p.m.
Closed: December 12, 1:30 p.m.-adjourn-

ment.
Closure Reason: To revlew research contract

proposal.
Executive Secretary: Mrs. Judith M. Whalen.
Address: Bldg. 10, Room 4B17, National In-

stitutes of Health.
Phone: 301/496-1791.

(Catalog of Federal Domestic Assistance
Number 13.394, National Institutes of
Health)
Name of Committee: Clinical Cancer Pro-

gram Project Review Cbmmittee.
Datez: December 12-14, 1977; 19 am.
Place: Building 31C, Conference Room 8, Na-

tional Institutes of Health.
Times:

Open: December 12, 9 a.m.-10. 0 a.m.
Closed: December 13, 8 a.m.-5:30 p.m.
Closed: December 14,8 am.-adournment.

Closure Reason: To review research grant
applications.

Executive Secretary: Dr. Louise G. Thomson.
Address: Westwood Building, Room 809,

National Institutes of Health.
Phone: 301-496-7925;

(Catalog of Federal Domestic Assistance
Number 13.397, National Institutes of
Health.)

Name of committee: Committee on Cancer
Immunoblology.

Dates: December 13, 1977; 2:00 p.m.
Place: Building 10, Room 4B14, National

Institutes of Health.
Times:
Open: December 13, 2:00 pm.-2:30 pm.
Closed: December 13, 2:30 p.m.-adjourn-

ment.
Closure Reason: To review research contract

proposals.
Executive Secretary: Mrs. Judith M. Whalen
Address: Bldg. 10, Room 4B17, National Insti-

tutes of Health.
Phone: 301-496-1791.

(Catalog of Federal Domestic Assistance
Number 13.396, National Institutes of
Health.)
Name of Committee: Subcommittee on

National Organ Site Programs of the Na-
tional Cancer Advisory Board.

NOTICES

Dates: December 14, 1977; 9:00 am.
Place: Building 310, Conference Room 9,

National Institutes of Health.
Times:
Open: December -14, 10:30 a~m.-adjourn-

mont.
Agenda/Open Session: To discuss potential

projects.
Closed: December 14, 9:00 a.m.-l0:30 am.
Closure Reason: To review research grant ap-

plications.
Executive Secretary: Dr. Samuel Price.
Address: Westwood Building, Room 853, Na-

tional Institutes of Health.
Phone, 301-496-7194.
-(Catolog of Federal Domestic Assistance
Number 13.393; 13.394; 13.395, National In-
stitutes of Health.)
Name of Committee: Cancer and Nutrition

Scientific Review Committee.
Date: December14, 1977; 8:30 a.m.
Place: Building 31A, Conference Room 47

National Institutes of Health.
Times:
Open: December 14, 0:30 a.m.-9:00 a.m.
Closed: December 14,9:00 a.m.-adjournment.
Closure Reason: To review research contract

proposals.

Executive Secretary: Dr. Glo B. Gorl.
Address: Building 31, Room 11A03, National

Institutes of Health.
Phone: 301-496-6616.

(Catalog of Federal Domestic Assistance
Number 13.393, National Institutes of
Health.)
Name of Committee: Virus Cancer Program

Scientific Review Committee.
Date: December 14,1977; 9:00 am.
Place: Landowv Building, Room C418, 7910

Woodmont Avenue, Bethesda, Md. 20014.
Times:
Open: December 14,9:00 am.-9:30 am.
Closed: December 14, 9:30 a.m.-adjournment.
Closure Reason: To review research contract

proposals.
Executive Secretary: Dr. Maurice L. Guss.
Address: Landow Building, Room 9A10, Na-

tional Institutes of Health.
Phone: 301-496-4533.

(Catalog of Federal Domestic Assistance
Number 13.393, National Institutes of
Health.)
Name of Committee: Carcinogenesis Program

Scientific Review Committee.
Dates: December 16-16, 1977, 8:30 a.m.
Place: Landow Building, Room 4C18. 7910

Woodmont Avenue, Eethesda, Maryland
20014.

Times:
Open: December 15,8:30 a.m.-9:00 a.m.
Open: December 16,8:30 a.m.-9:00 a.m.
Agenda/Open Portion: To discuss program
. information.
Closed: December 15, 9:00 azm.-5:00 p.m.
Closed: December 16, 9:00 a.m.-adjourn-

ment.
Closure reason: To review research contract

proposals.
Executive secretary: Dr. Carl E. Smith.
Address: Landow Building, Room 8C37, Na-

tional Institutes of Health.
Phone: 301-496-4141.

(Catalog of Federal Domestic Assistance
Number 13.393, National Institutes of
Health.)

Name of Committee: Clinical Trials Com-
mittee.

Dates: December 18-16, 1977; 8:30 am.
Place: Building 31C, Conference Room 8,

National Institutes of Health.
Times:
Open: December 15, 8:30 amm.-9:00 a.m.
Open: December 16, 8:30 am.--9:00 a m
Closed: December 15, 9:00 a.m.-5:00 p.m.
Closed: December 16, 9:00 aj-.-adjournment.

Closure Reason: To review rceearch contract
proposals.

Executive Secretary: Dr. Jane Henney,
Address: Landow Building, Room C00, Na-

tional Institutes of Health.
Phone: 301-496-2522.
(Catalog of Federal Domestic Assistance

Number 13.395, National Institutes of
Health.)

Dated: October 31, 1977.

SUZANNE L. FtArMEAU,
Committee Management Oftcer*,

National Institutes of Health.
[FR Doc.77-32279 Filed 11-7-77.8:45 nm]

[4110-08 ]
COMMITTEE ON CANCER

IMMUNOTHERAPY
Meetings

Pursuant to Pub. L. 92-463, notice is
hereby given of meetings of the Commit-
tee on Cancer Immunotherapy, National
Cancer Institute, December 1 and De-
cember 15, 1977, Building 10, Room
4B14, National Institutes of Health.
These meetings will be open to the pub-
lic on December 1 and December 15, from
1:15 pm. to 1:45 p.m. to consider ad-
ministrative details. Attendance by the
public will be limited to space available.

In accordance with the provisions set
forth in Section 552b(c) (6), Title 5, U.S.
Code and Section 10(d) of Pub. L. 92-403,
these meetings will be closed to the pub-
lic on December I and December 15, 1977,
from 1:45 p.m. to adjournment, for the
review, discussion and evaluation of in-
dividual contract proposals. These pro-
posals and the discussions could reveal
personal information concerning indi-
viduals associated with the proposals.

Mrs. Marjorie F. Early, Committee
Management Officer, National Cancer
Institute, Building 21, Room 4B43, Na-
tional Institutes of Health, Bethesda,
Md. 20014, 301-496-5708, will provide
summaries of the meetings and rosters
of committee members.

Dr. George M. Steinberg, Executive
Secretary, National Cancer Institute,
Building 10, Room 4B09, National Insti-
tutes of Health, Bethesda, Md, 20014,
301-496-1791, will furnish substantive
program information.
(Catalog of Federal Domestic Assistance
Program No. 13.395, National Institutes of
Health)

Dated: October 31, 1977.
SuzANNE L. FnEur-mu,

Committee Management Officcr,
National Institutes of Health.

iFR Doc,77-32280 Filed 11-7-77;8:45 am]

[4110-08]
RESEARCH MANPOWER REVIEW

COMMITTEE

Meeting
Pursuant to Pub. L. 92-463, notize Is

hereby given of the meeting of the Re-
search Manpower Review Committee,
National Heart, Lung, and Blood Inrti-
tute, Qn December 15 and 16, 1977, Con-
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erence Room 10, Building 31, National
Institutes of Health, Bethesda, Md. -

This meeting will be open to the-public
on December 15, 1977, from 8 p.m. to ap-
proximately 10 p.m. to discuss admin-
istrative details and to hear reports con-
cerning the current status of the Na-
tional Heart, Lung, and Blood Institute.

In accordance with the provisions set
forth in Section 552b(c) (6), Title 5, U.S.
Code and Section 10(d) of Pub. L. 92-
463, the meeting will be closed to the
public on December 16, 1977, from 9 am.
until adjournment for the review, dis-
cussion, and evaluation of individual
grant applications. These applications
and the discussions could reveal personal
information concerning individuals as-
sociated with the applications.

Mr. York E. Onnen, Chief, Public In-
quiries and Reports Branch, NLBI,
NIH, Room 5A03, Building 31, Bethesda,
Md. 20014, phone 301-496-4236, will pro-
vide summaries of the meeting and rost-
ers of the committee members. "

Dr. Charles L. Turbyfill, Executive
Secretary, NHIBI, NIH, Room 553,
Westwood Building, Bethesda, Mld. 20014,
phone 301-496-7351 will furnish substan-

tive program information.
(Catalog of Federal Domestic Assistance Pro-
gram No. 13.837, National Institutes of
Health.)

Dated: October31, 1977.

SITZAMTE L. FRESIEAU,
Committee Management Officer,

National Institute of Health.

iFR I~oa.77-22281 Filed 11-7-77;8:45 am]

[4110-08]3
NATIONAL INSTITUTE OF ENVIRON-

MENTAL HEALTH SCIENCES

Establishment

The'National Institutes of Health an-
nounces the establishment on November
4, 1977, of the Committee on Health and
Ecological Effects of Increased Coal Utili-
zation, under the authority of 42 U.S.C.
_217a, Section 222 of the Public Health
Service Act, as amended. This Committee
is governed by provisions of Pub. L. 92-
463 which sets forth standards for the
formation and use of advisory commit-
tees.

This Committee is a technical advisory
committee established in accordance
with the President's National Energy
Plan of April 29,1977, to study and evalu-
ate scientific data and make appropriate
recommendations concerning the health
and ecological effects of increased coal
production and use, including coal min-
ing, to the President, the Secretary of
Health, Education, and Welfare, and
Government agencies responsible for im-
plementing the President's National En-
ergy Plan.

Authority for this Committee shall ex-
-pire two months after submittal of its
report to the President and the Secre-

tory, or September 30, 1978, whichever
comes first.

Dated: November 4,1977.
DONALD S. FEDUCII CiON,

Dircctor,
National Institutes of Health.

[FR Doc.'77-32491 Ficd 11-7-7.8:45 am]

[4110-08 ]
NATIONAL INSTITUTE OF ENVIRON-

MENTAL HEALTH SCIENCES
Meetings

Pursuant to Pub.'L. 92-463, notice is
hereby given of three meetings of the
Committee on Health and Ecological Ef-
fects of Increased Coal Utilization.

The entire session of each meeting vll
be open to the public from 9 am. to ad-
journment. Attendance by the public will
be limited to space available. The meet-
ings are as follows:

(1) November 10-11, 1977: New Execu-
tive Office Building, Room 2008, 17th and
Pennsylvania Avenue NW., Washinton,
D.C. 20503.

Nov. 10: Discussion of-admnstrative
and organizational details, review of
topics, and outlines for which back-
ground papers have been prepared. The
topics of these eleven background papers
are as follows: CO. Effects; Transport
and Transformation of Gaseous Aero-
sols; Health Effects of Gaseous Aerosols;
Environmental (Ecological) Effects of
Gaseous Aerosols (Atmospheric Pollu-
tants); Trace Metals/Radioactivity; Oc-
cupational Problems; Carcinogens and
Cofactors (Organics, e.g., BaP, POM);
Subsidence/Acid Mline Runoff; Recla-
mation; Solid Waste (Fly ash, scrubber
wastes, spent dolomite); and, Thermal
Pollution. Presentation by the Dapart-
ment of Energy ontheir Annual Envir-
onmental Analysis Report.

Nov. 11: Briefings on (1) health dam-
age functions due to air pollutants, and
(2) the current state of pollution control
technology.

(2) November 21-22, 1977: HEW North
Building, Auditorium, 330 Independence
Avenue SW., Washington, D.C. 20201.

Nov. 21: Overview presentation by the
principal author for each of the eleven
papers. Limited public dioscuslon of each
presentation will follow. It is anticipated
that these papers, which will provide the
background for the report, will be avail-
able in limited number at the meeting.
To reserve a copy of any report, contact
Mr. Al Fry, Energy Resources Company,
Inc., 1701 K Street, NW., Suite 605,
Washington, D.C. 20006, 202-452-9222
by 5 p.m., November 17.

Nov. 22: The Committee will listen to
comments and views of interested pub-
lic on these overviews as well as receive
questions on the direction of the Com-
'mittee. Anyone interested in presenting
their views will be allowed 10 minutes
for an oral presentation: 5 minutes for
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discursion will follow. Oral presentations
must be limited to November 22 and will
be scheduled from 9 am. to noon and
1:15 to 5 pm. on a flxrt-come-first-serve
baslis. To r"-erve time for an oral pre-
entatlon, please contact Mr. Al Fry, 202-
452-9222 by 5 pm., on November 17.
Written comments will be accepted
through 5 p.m., November 29 and should
be addressed to lr. A1Fry.

(3) December 6-7, 1977: New Execu-
tive Office Building, Room 2003, 17th
amd Pennsylvania Avenue NW. Wash-
ington, D.C. 20503.

The Committee will meet, to prepare
the final report.

It w ar not po-ible to publish a "timely
notice" of these meetings in the FimrnE
Roirr in accordance with the require-
ment of Pub. L. 92-463 because of the
extraordinarily complex circumstances
surrounding the establishment and short
life of this new Committee.

Additional information may be ob-
tained from Mr. Al Fry, Executive Sec-
retary of the Committee, Energy Re-
sources Company, Inc., 1701 K Street
NW., Suite 605, Washington, D.C. 20006,
202-452-9222.

Dated: November4,1977.

SUzANNE L. FPrxnsnu,
Committee Management Officer,

National Institutes of Health.
[FI Dof_7-32 152 Flcd 21-7-77;8:5 =m1

[411-83 ]
Health Resources Administration
EXPANDED FUNCTION DENTAL

AUXIUARY (EFDA) TRAINING
Application Announcementfor Crants
The Bureau of Health Manpower,

Health Resources Adminitration, an-
nounces that applications for fEscal year
1978 Grants for Expanded Function
Dental Auxiliary 4EFDA) Training are
now being acceted under the authority
of section 783(a)(2) of the Public
Health Service Act, as amended by the
Health Profezsons Educational Assist-
ance Act of 1976 4Pub. L. 94-484).

Section 783(a) (2) authorizes the Sec-
retary to make grants to public or non-
profit entities to meet the cost of proj-
ccts to: plan, develop, and operate or
maintain programs for the training of
expanded function dental auxiliaries. As
defined in section 701(8), the term "pro-
rrams for the training of expanded
function dental auxiliaries" means an
educational pro_am which (1) has as
Its objective the educatioa of individuals
who will,- upon completion of an ac-
credited program of studies, be qualified
to asst the provision of dental care
under the supervision of a dentist and
(2) as a minimum, extends for at least
one academic year. consists of supervised
clinical practice and atleastfour months
tin the aggregate) of classroomlrtruc-
tion, and has an enrollment of not less
than eight students.
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Requests for application materials and
questions regarding grants policy should
be directed to:

Grants Management Officer, Bureau
of Health Manpower, ERA, Center
Building, Room 4-22, 3700 East-West
Highway, Hyattsville, Md. 20782;
phone: 301-436-6564.
To be considered for fiscal year 1978

funding, completed applications must be
postmarked no later than December" 1,
1977, and sent to the Grants Manage-
ment Officer at the above address.

Should additional programmatic in-
formation be required, please contact:

Education Development Branch, Divi-
sion of Dentistry, Bureau of Health
Manpower,- BRA, 3700 East-West
Highway, Hyattsville, Md. 20782;
phone: 301-436-6510.
Dated: October 31, 1977.

HAROLD MARGULIES, M.D.,
Deputy Administrator,

Health Resources Administration.
[FR Doc.77-32186 Filed 11-7-77;8:45 am]

[ 4110-83 ]
RESIDENCY TRAINING IN THE GENERAL

PRACTICE OF DENTISTRY
Application Announcement for Grants
The Bureau of Health Manpower,

Health Resources Administration, an-
nounces that applications for grants for
Residency Training in the General Prac-

•tice of dentistry for fiscal year 1978 are
now being -accepted under authority of
section 786(b) of the Public Health Ser-
vice Act.

Section 786(b) of the Act provides that
the Secretary of Health, Education, and
Welfare may make grants to any, public
or nonprofit private school of dentistry
or accredited postgraduate dental train-
ing institution (e.g., hospitals and medi-
cal centers) "to plan, develop, and oper-
ate an approved residency program in
the general practice of dentistry" and
"to provide financial assistance to resi-
dents in such a program who are in need
of financial assistance and who plan to
specialize in thdpractice of general den-
tistry."

Requests for application materials and
questions regarding grants policy should
be directed to:

Grants Management Officer, Bureau of
Health Manpower BRA, Center Build-
ing, Room 4-22, 3700 East-West High-
way, Hyattsville, Md. 20782; phone
301-436-6564.

.To be considered for fiscal year 1978
funding, completed applications must be-
received by the Grants Management
Officer, at the above address, no later
than December 1, 1977. Applications with
a post mark of December 1 will be con-
sidered to have met the deadline.

Applicants requiring additional pro-
grammatic information should contact:

NOTICES

Education and Development Branch,
Division of Dentistry, Bureau of Health
Manpower, HRA, Center Building,
Room 3-22, 3700 East-West Highway,
Hyattsville, Md. 20782; phone: 301-
436-6518. "
Dated: October 31, 1977.

HAROLD MARGULIES, M.D.,
Deputy Administrator,

Health. Resources Administration.
[FR Doc.77-32187 Piled 11-7-77;8:45 am]

[4310-55]
DEPARTMENT OF THE INTERIOR

Fish and Wildlife Service
MIGRATORY BIRD HUNTING AND
CONSERVATION STAMP CONTEST

Judging
AGENCY: Fish and Wildlife Service, In-
terior.
ACTION: Notice.
SUMMARY: This notice announces the
date and location of the Migratory Bird
Hunting and Conservation Stamp Con-
test, as provided by 50 CFR 91.22. This
event is open to the public, and is being
held to select a design for the 1978-79
Migratory Bird Hunting and Conserva-
tion Stamp.-
DATES: Entries will be open for viewing
at 11 a.m., November 10, 1977, and will be
judged at 1 p.m. that day.

ADDRESS: The contest will take place
in the Main Auditorium, Department of
the Interior, 18th and C Street NW.,
Washington, D.C. 20240.
FOR FURTHER INFORMATION CON-
TACT:

Bob Hines, Chief, Office of Audio Vis-
ual, U.S. Fish and Wildlife Service,
Department of the Interior, Washing-
ton, D.C. 20240, 202-343-5611.

SUPPLEMENTARY INFORMATION:
Rules for the contest are published in 50
CFR 91, as revised in the FEDERAL REG-
ISTER on July 7, 1977 (42 FR 34885).

The primary author of this document
is also Bob Hines.

LYNN-A. GREENWALT,
Director,

U.S. Fish and Wildlife Service.
NOVEMBER 4, 1977.
[FR Dloc.77-32430 Filed 11-'7-77;8:45 am]

[4310-31]
Geological Survey

UTAH
Proposed Approval of Coal Mining Plan
In accordance with the requirements

of 30 CFR Part 211.5(c) (2), notice is
hereby given that Utah Power and Light
Co., P.O. Box 899, Salt Lake City, Salt

/

Lake County, Utah 84110, has submitted
a plan to mine by underground mining
methods 8,200 acres of the 10,749 acres
of Federal coal lands held by them in
coal leases SL-064900, SL-070045-U-
02292, U-040151, V-044025, U-083006,
U-084923, U-084924, and U-1358. The
proposed Wilberg mine Is located lit
Emery County, Utah, In T. 17 S., R. 0 E.,
parts of sections 1, 12, 13, 24, and 25, and
T. 17 S., B. 7 E., sections 4 through 9, 16
through 21, and parts of sections 10, 15,
22, 27, 28, 29 and 30.

The proposed mine is an expansion of
underground prospecting entries ap-
proved in an exploration plan approved
in February 1974. The coal will be mined
through entries located on Federal land.
The Wilberg mine is expected to furnish
up to 2 million tons of coal a year to the
Emery generating plant near Castle
Dale, Emery County, Utah, for about 35
years.

The purpose of this notice is to inform
the public that the Mining Supervisor
proposes to approve the mining plan.
Any person having an interest, which is
or may be adversely affected, may re-
quest a public meeting in writing. Re-
quests for a public meeting should In-
clude the name and address, of the re-
questor and should be submitted to the
Area Mining Supervior, Conservation
Division, U.S. Geological Survey, 8426
Federal Building; 125 South State Street,
Salt Lake City, Utah 84138. All requestj
should be made on or before December
1, 1977. No decision on the mining plan
will be made prior to December 1, 1977.

Two public meetings were held during
the writing of the Environmental Im-
pact Statement, for the Emery Power
Plant. The Wilberg mine was discussed
as the primary coal source in the Emery
Statement. These meetings were held in
Castle Dale, Utah, on September 8, 1970,
and in Provo, Utah, on September 9,
1976. The Department may, after re-
viewing the comments on the plan, de-
termine that as permitted by 30 CFR
211.5(c) (4) no additional public meet-
ings will be required.

Dated: October 31, 1977.
W. A. RADLINSKr,

Acting Director.
[FR Doc.77-32270 Filed 11-7-77;8:45 am]

[4310-70 ]
National Park Service

NATIONAL REGISTER OF HISTORIC
PLACES

Notification of Pending Nominations
Nominations for the following proper-

ties being considered for listing in the
National Register were received by the
National Park Service before Oct. 29,
1977. Pursuant to § 60.13(a) of 36 CF
Part 60, published in final form on Janu-
ary 9, 1976, written comments concern-
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ing the significance of these properties
under the National Register criteria for
-evaluation may be forwarded to the
Keeper of the National Register, Na-
tional Park Service, U.S. Department of
the Interior, Washington, D.C. 20240.
Written comments or a request for addi-
tional time to prepare comments should
be submitted by November 18, 1977.

WlLL=~ J. MURTAG31,
Keeper of the National Register.

ARIZONA
Coconino County

Flagstaff, Riordan Estate, AZ 79.
Pima County

Tucson, Pima County Courthouse, 115 NT.
Church St.

CALIFORNIA
Alameda County

Berkeley, Bryne House (The Cedars), 1301
Oxford St.

Nevada County

Grass Valley vicinity, Empire Mine, SE of
Grass VaUey.

Santa Clara County

Campbell, Galindo-Leigh House, 140 S. Peter
Dr. Solano County

11io Vista vicinity. Delta Zing, 3 ml. N of Rio
Vista on CA 84.

Tuolumne County

Jamestown, Emporium, 735 Main St.

CONNECTICUT
Hartford County

HartforZ,7 Heney Tower, Main and Ely Sts.

DELAWARE
New Castle County

Middletown, Reading, Philip, Tannery, 201 E.
MaTin St.

Wilmington, Pyle, Howard, Studios, 1305--
1307 N. Frankiln St.

GEORGIA
Berrien County

Nashville, Berrien County Courthouse, Town
Square.

HAWAII
- Hawaii County

Rilo, Lyman, Rev. D. B., House, 276 H alt St.
"apaau vicinity, Bond District, SE of Kapaau

off HI27.
Kauai County

Lihue vicinity, Lihue Hongwanfi Mission, N
of Lihue at Kapaia, HI 56.

Waimea, Gulick-Rowell House, Missionary
Row.

MASSACHUSETTS
Dukes County

Vineyard Haven Bitter House (Jireh Luce
House), Beach St.

Middlesex County

Natiel, Clark Houses, 74 and 76 W. Central
St.

Plymouth County

Brockton, Packard, Moses, House, 647 Maln
St.

Duxbury vicinity, Bradford, Capt. Gama~lel,
House, W of Duxbury at 942 Temont St.

Worcester County
Worcester, Worcester City Hall and Common,

455 Min St:

NEW MEXICO
McKinley County

Fort Wingate, Fort Wingate Historic District,
I.1"I 400.

OHIO
Adams County

Vest Union, CocYcrill House, 115 EL M an St.

Ashland County

Ashland vlclnty, Frecr Farmhouse and Barn,
E of Ashland on U.S. 200.

Hayesvllle, Vermilion Institute, Miln and
College Sty.

Aztabula County

Conneaut, Harwood Bloc:, 24G-30G MIn St.

Auglaize County

Nlew Bremen vicinity, Boesel, Julius, HouCe,
IT of New Bremen on Quellhorst Rd.

Brown County

Georgetown, Buckaer, Dr. Philip, House and
Barn, 610 S. Man St.

Clermont County

Bantam vicinity, Bcthel Mcthodist Church,
1 ml. N of Bantam on Elk lcl: Rd.

Crawford County

Gallon, Howard, Adam, Houc, 230 S. Bostoa
St.

Cuyahoga County

Cleveland. Goldsmith, Jacob, House, 2200 E.
40th St.

Seven Hlls. Gabel, Daniel, Houze, 1102 F_.
Ridgewood Dr.

Darhc County

Greenville, Coppess, Benjamin Franklin,
House, 209 Washington St.

Greenville vicinity, Studebakcr-Scott HOUSe
and Bcchirc School, S of Greenville on OH
49.

Fairfield County

Baltimore vicinity, Musser, Henry. Hou-e,
7079 Millersport Rd.

Lancaster, Medill, William, House, 319 IT.
High St.

Franklin County

Columbus vicinity, McDannald Homestead,
5847 Sunbury Ed.

Westerville, Alkirc House, 259 I. State St.

-Huron County

Greenwich vicinity, Mfead-Ztinmcrman House,
B of Greenwich on OH 13.

Lake County

Painesville, Morley, Lewis, House, 231 N.
State St.

Lucas County

Maumee, Hull, Icaac, Storc, 114 I. Harrison

st.
Mcdina County

Mallet Creek. York Unitd Methodist Church,
Norwalk, Rd.

Sharon Center vlcinity, Chandler, Matthew,
House, 6908 Ridge Ed.

M eys County

Middleport, Grant, William H., House, 453
Grant St.
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Montgomeyj County

Clayton vicinity. Flary, Joseph, House, 2, V of
Clayton on Diamond M Rd.

Dayton, Gummer House, 1428 Huffman Ae.
KZettering. Kettering, Charles F., Houel, 3965

Southern Blvd.
Vandalla vicinity, Beard, John, Farm, S of

Vandalla on Mulberry Lane.

.2usL.ngumn County

N.or;lch vicinity, West Union School, S of
No ich on SR 20D0.

Zan avIllc, Lach, Willia- D., He-ce, 22,1
Dresden Rd.

ZanC3vilie, Seborn, Frederick: Au",stz,
Housc, 1113-1119 ayz-vslle Pike.

StarT- County

Canton. Erodncr House, 4522 7th St., S.W.

Warren County

Franklin vIcinity, Crane, Jonathan, Farm, S
of 1ranTh n on OH 741.

Washington County

Belpre, Ames, Charles Fice, House, 2212
Miller Ave.

SOUTH DAKOTA
Brook.ings County

Broklng, SDSU Extension Building, Ro-
tunda Lane.

Butte County

Belle Fourche, Wide Awake Grocery Buildi.g
(Sly's Grocej), 520 State St.

Codington County

Waterto=n vicinity, Erminger, Carson,
Bound Earn, S of Watertown on U.S. 81.

Watertown vicinlty, Olve Place, N of Water-
town Off U.S. 8l.

Douglas County

Armour. Douglas County Courthouse and
Auditor' Offce, U.S. 231.

Edmu ds County

Ipawich, Edmunds County Courthouse, 2nd
Ave. between 2nd and 3rd Sts.

Ipz-ich, Ipsw c . State BaSn, 1st Ave. and
Min St.

Grant County

Strandburg, Swedish Lutheran Church of
Strandburg, ain St.

Hyde County

Highmore, Hyde County Courthouse, 412
Commercial St., .

Jerauld County

Wcssington Springs, Big Spring, Off SD 34.

Lyman County

Pre-ho, Vernon, Edgar, House, off U.S. 16.
Reliance viclnlty, Larson Well, SE of Reli-

ance off US. 16.

ZMfinnehaha County

Dell Rapids. Dell Rapids Historic DLstict,
335-53 I. 4th St.

Sioux Falls, South Da:ota State Penitentiary
Historic Buildings, 1600 North Drive-

Sph County

Redileld, Redfeld Carnegie Lfrar, 5 E. 5th
Ave.

Redfleld, Redffeld Light Plant a d Fire Sta-
tion, 614 let St. F.

Turner county

Hurlcy, Brough-Martinson House, off SD 19.
Hurley. Farrar House, off SD 19.
Hurley, Graves, Dr. Harry S. House, Center

Ave. and Monroe St.
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TEXAS
Travis County

Austin. Southwestern Telegraph and, Tele-
phone Building, 410 Congress Ave.

UTAH
Salt Lake County

Salt Lake City, Peery Hotel, 270-280 S.W.
Temple, 102-120 W. 300 South.

Utah County

Payson, Dixon, John, House, 218 N. Main St.

Weber County

Ogden, Shupe-Williams Candy Company
Factory, 2005 Wall Ave.

[FR Doc.77-32014 Filed 11-7-77;8:45 am]

[4410-01]
DEPARTMENT OF JUSTICE

Antitrust Division

UNITED STATES v. CARROLS
DEVELOPMENT CORP., ET AL

Written Comments Upon Consent Judg-
ment and Department of Justice Re-
sponses Thereto

Pursuant to the Antitrust Procedures
and Penalties Act, 15 U.S.C. 16, the fol-
lowing written comment on the proposed
judgment filed with the United States
District Court in the Northern District of
New York, Civil Action No. 76-CV-170,
United States v. Carrols Development
Corp., et al., was received by the Depart-
m~nt of Justice and is published here-
with, together with Justice's response to
the comment.

Dated: October 31, 1977.

CHARLES F. B. McALEER,
Assistant Chief, Judgments and

Judgment Enforcement Section.

[FR Doc.77-32271 Filed 11-7-77;8:45 am]

AUGUST 11, 1977.
Re: United States of America vs. Carrols De-

velopment Corp., and Triple Schuyler
Rome Corp., File No. 76-CV-170.

U.S. DSPARTSAINT OF JUSTICE, Attention: Ber-
nard Wehrmann, Esq. chief, New York
Office, Antitrust Division, 26 Federal
Plaza, New York, N.Y.

DEAn Si: The purpose of this letter is to
furnish a comment as provided by Section 2
of the Anti Trust Procedures and Penalties
Act (15 USC § 16) and also to advise you
that Xallet Realty, Inc., the party upon
whose behalf this submission is made has the
present intention of moving the Court for
permission to Intervene pursuant to the pro-
visions of Rule 24(a) of the Federal Rules of
Civil Procedure for participatfon to the ex-
tent permitted by the Court either as a party
or 24(b) as amicu curiae.

It is respectfully submitted:

IxALLET REALTY, INC., HAS A SUFFICIENT IN-
TEREST RELATING TO THE SUBJECT MATTER OF
THE ACTION

n.b. Kallet Realty, Inc. (with Kallet Theatres,
Inc. and Oneida Theatres Inc., its wholly
owned subsidiaries) hereinafter called Kallet,
is the lessor in the lease dated February 12,
1974 and several theatres formerly operated
by Kall6t were subject of that lease and now
are referred to in Exhibit A attached to the
proposed judgment which with the Competi-

NOTICES

tive Impact Statement and Stipulation was
filed July 21, 1977.

KAI= INTEREST CAN BE ADvEnSELY AFFECTEv

Without conceding the basic validity of the
government suit as it relates to the lease bf
February 12, 1974, which occurred prior to
subsequently achieved and substantial ex-
pansion by Carrol Development Corp., Kallet
has concern that as a practical matter:

(a) The ,divestitive procedures suggested
by the proposed judgment may well be im-
practical and unrealistic.

(b) In such event in order to accomplish
the divestiture at the end of the two year
period plus the trusteeship, Kallet may en-
counter a defaulting lessee and the necessity
and expense of litigation.

In support of (a) attention is respectfully
called to the fact that in "Greater Syracuse
Area" as referred to in Plaintiff's interroga-
tories, Carrol Development Corp., itself or
through wholly owned subsidiaries on August
7, 1974 opened three separate theater audi-
toriuns in Fayetteville Mall (six months
after the'Kallet lease); on December 20, 1974,
(ten months after the Kallet lease) a theater
was opened in the Trl-Coumty Mall; on June
23, 1976, three auditoriums opened in the
Penn Can Mall, (twenty-eight months after
the KRnlet lease.)

In addition, in the "Greater Utica Area,"
Carrols acquired three separate auditoriums
for operation with the opening of Riverside .
Mall on November 27, 1974 some twenty-
seven months after the Kallet lease.

Those acquiring theater leases must abide
by the same reasonable consideration of busi-
ness factors as any other businessmen.
Clearly the lease now proposed to be assigned
is not as attractive as it was in February of
f974. The ownership of a number of theaters
does permit certain economies of operations,
In staffing, concession supply purchase, main-
tenance and other rather obvious ways which
permit a smaller gross margin of profit to the
advantage of the larger buyer in a competi-
tive business arrangement. Should the de-
fendant fail, after due effort, to divest itself,
possibly, some orderly procedure for dispo-
sition of subsequently acquired auditoriums
as additions to any contemplated assignment
or sublease would be in order-at least be-
fore a trustee directed final divestiture.

(b) Should an assignment or sublease not
be forthcoming, as the judgment now stands,
Kallet could find Itself with theaters that
it now by reason of age considerations and
health of experienced personnel would
hardly be able to operate. Under the terms-
of the lease, Kallet would then have 120
days to elect a remedy and would be com-
pelled to look to Carrols for damages, If it
were compelled to lease for a small slqm.
The probability of litigation would seem
quite certain.

It is respectfully submitted that a pres-
ently evolved plan for making the position
of any potential subleasing competitor more
attractive by making available not only a
divestiture of the .allet Hallmark acquisi-
tions but other subsequently acquired the-
aters is not only an essential requirement
for each original lessor but, if the theaters
are to ,contiuiue in operation, one necessary
in the public interest.

This submission is made by the under-
signed for and on behalf of Kallet Realty
Inc.

- Respectfully yours,

WiLLIAm D. KILEY.

OCTOBEs 28, 1977.

Re: United States v. Carrols Development
Corporation and Triple Schuyler Rome
Corporation (76-CV-170, N.D.N.Y.)

WILLIAMx D. ILEY, ESQ.,
Kiley, Feldmann, Whalen, Devfn, Zeler

and Patane, First Trust Building, ad-
novia, N.Y.

DEAn MR. KILY: In accordance with the
provisions of the Antitrust Procedures and
Penalties Act (15 U.S.C. § 16), this response
is made to the written comments received
by the Government on August 15, 1977 from
Kallet Realty, Inc. (Kallot) concerning the
proposed consent judgment between the
United States and Carrols.A

The proposed judgment and a Competitive
Impact Statement wore filed with the Court
on July 25, 1977 and published in the FrD-
ERAL REGISTER and August 3, 1977. The writ-
ten comments from Kallet will also be filed
with the Court and published In the F-
EnAL REIosRs, together with this response.

Under the proposed judgment Carrols
must divest Itself, by sublease or assign-
ment, of 12 motion picture theatres located
in the Greater Syracuse and Utica, Areas,
which it acquired from Nallt and Hallmark
Releasing Corp. (Hallmark) under soparate
lease agreements of February dad March
1974.

Kallet comments that Carrols may be un-
able to successfully divest all of these the-
atres because of changing market conditions
in the Greater Syracuse and Utica Areas.
In this connection, it points out that since
August 1974 Carrols has constructed 4 now
theatre complexes with a total of 10 separate
motion picture screens, in these areaa.,

Kallet fears that its lease agreement of
February 1074 with Carrols may somehow be
jeopardized if complete divestiture is not
achieved. It urges, therefore, that In order to
insure the successful divestiture of the 12
Kallet and Hallmark theatres, that the pro-
posed judgment require Carrols to also di-
vest itself of all or some of its newly con-
structed motion picture theatres In the
Greater Syracuse and Utica Areas.

After carefully considering Xallot's written
comments and conferring with you and Ital-
let's president regarding these comments, the
Government has concluded that there is no
public Interest justification to include such a
requirement In the proposed judgment.

Whether Carrols will be able to divest, by
sublease or assignment, all of tho Kallet and
Hallmark theatres In question Is a matter
which must ultimately be determined by the
free interplay of market forces. The Govern-
ment, however, reasonably expects that full
and complete divestiture of those theatres.
can be achieved under the proposed judg-
ment.

In order to facilitate and insure successful
divestiture, certain provisions have been In-
cluded in the proposed judgment. For exam-
ple, Carrels Is allowed 24 months within
which to divest. During this period, it must
make known the availability of the threatreos
by various means, including advertising. It
must also furnish, to all bona fido prospective
sublessees or assignees Who so request, all
necessary Information regarding the theatres
and permit them reasonable access to In-
spect the theatre facilities and Operatlons,
Carrols is also required, during this period,
to submit written reports to the Govern-
ment bvery 90 days describing the stops
which it has taken to accomplish full divesti-

I Carrois refers collectively to both de-
fendants: Carrols Development Corporation
and its wholly-owned subsidiary, Triplo
Schuyler Rome Corp.

5 Three of these complexes, with h total of
7 screens, wore constructed In the Greater
Syracuse Area. One, with a total of 3 sorens,
was constructed In the Greater Utica Area.
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ture. Moreover, the proposed judgment pro-
vides for the appointment of a trustce by the
Court if Carrols does not divest Itself of all
of the Kallet andaUmark theatres within
this 24-month period. The trustee would be
empowered to divest the remaining theatres
in accordance with the terms of the proposed
judgment and would serve at the cost and
expense of Carrols. Finally, the proposed
judgment prohibits Carrols, without the
prior approval of the Government. from con-
tinuing to operate any theatre which Is not
ultimately divested by it or the trustee.

The Government believes that the relief
urged by Mallet Is inappropriate In the con-
text of this case. The proposed judgment. in
Its present form, achieves substantially all of
the relief requested in the complaint and
sought by the Government in bringing this
action. Together with one former Kallet
theatre already voluntarily divested, the pro-
posed judgment provides for the total dives-
titure of all of the Kat'et and Hallmark
theatres obtained by Carrols as a result of
the acquisitions challenged by the Govern-
ment. As noted in the Competitive Impact!
Statement, such divestitures wil eliminate
all of the additional bargaining power ac-
quired by Carrels through such acquisitions.
The divestitires will also increase competi-
tion in the Greater Syracuse and Utica Areas.
The proposed judgment also prohibits Car-
rols, for 10 years, from acquiring any operat-
ing theatre In these areas without prior Gov-
ernment approval. It Is unlikely that the
Government would seek any additional relief
if it were to prevail after a full trial on the
merits.

Carrels' new theatre constructions in the
Greater Syracuse and Utica Areas have not
been challenged by the Government, nor
has their divestiture, been requested In the
Complaint. While Section 7 of the Clayton
Act prohibits anticompetitive acquisitions
of existing competitive entities, It does not
generally proscribe growth through Internal
expansion or new construction.' The acquisi-

- tion of a competing (or potentially com-
peting) theatre by a motion picture ex-
hibitor is inherently anticompetitive in that
it eliminates competition between the ac-
quired and acquiring exhibitors. The con-
struction of a new theatre, on the other
hand, does not usually eliminate an existing
competitor but rather provides distributors
and the public with an additional theatre
faclity.

As for Kallet's fears concerning its leaie
agreement with Carrels, it should be noted
that the proposed judgment does not cancel
the lease agreement nor does it foreclose any
of Kallet's remedies thereunder. Kallet will
continue to have those remedies which are
specifically defined in the lease agreement
as well as those provided by law.

'For the reasons discussed above, the Gov-
ernment believes that the entry of the pro-

'This case. as you know, alleges that Car-
ros' acquisitions of the Kallet and Hallmark
theatres in the Greater Syracuse and Utica
Areas violate Section 7 6f the Clayton Act
with respect to the purchase of licenses to
exhibit feature motion pictures.

BIt Is noteworthy that the Paramount
judgments were modified in May 1974. with
the Government's consent, to permit 4 na-
tional exhibitors-Loew's Theatres, Inc.;
RKO-Stanley Warner Theatres Inc.; Mann
Theatres; and American Broadcasting Com-
panies, Inc.-to construct new theatres or
convert to multi-screen operations anywhere
in the United States without prior Court ap-
proval. (See: United States v. Paramount
Pictures, Inc, et al., SDNY-Equity No. 87-
273.)

posed consent judgment, in its present form
I- In the public Intere-t.

Sincerely yours,

ILPH T. Gxorosro,
Attorney, Antitrust Division.

IFR Doc.7-3=71 led 11-7-77;8:45 am]

[4510-28]
DEPARTMENT OF LABOR

Office of the Secretary

INVESTIGATIONS REGARDING CERTIFI-
CATIONS OF ELIGIBILITY TO APPLY FOR
WORKER ADJUSTMENT ASSISTANCE

Petitions have been filed with the Sec-
retary of Labor under section 221(a) of
the Trade Act of 1974 ("the Act") and
are Identified in the Appendix to this
notice. Upon receipt of these petitions,
the Director of the Office of Trade Ad-
justment Assistance, Bureau of Inter-
national Labor Affairs, has instituted in-
vestigations pursuant to section 221(a)
of the Act and 29 CFR 90.12.

The purpose of each of the investiga-
tions is to determine whether absolute
or relative increases of Imports of articles
like or directly competitive with articles
produced by the workers' firm or an ap-
propriate subdivision thereof have con-
tributed importantly to an absolute de-
cline In sales or production, or both, of
such firm or subdivision and to the ac-
tual or threatened total or partial sep-
aration of a significant number or pro-
portion of the workers of such firm or
subdivision.

Petitioners meeting these eligibility re-
quirements will be certified as eligible
to apply for adjustment assistance under
Title Ir, Chapter 2, of the Act In ac-
cordance with the provisions of Subpart
B of 29 CFR Part 90. The Investigations
will further relate, as appropriate, to the
determination of the date on which
total or partial separations began or
threatened to begin and the subdivision
of the firm Involved.

Pursuant to 29 CFR 90.13, the peti-
tioners or any other persons showing a
substantial interest In the subject matter
of the investigations may request a pub-
lie hearing, provided such request is filed
in writing with the Director, Office of
Trade Adjustment Assistance, at the ad-
dress shown below, not later than No-
vember 18,1977.

Interested persons are invited to sub-
mit written comments regarding the sub-
ject matter of the Investigations to the
Director, Office of Trade Adjustment As-
sistance, at the address shown below, not
later than November 18, 1977.

The petitions filed In this case are
available fod" inspection at the Office of
the Director, Office of Trade Adjustment
Assistance, Bureau of International
Labor Affairs, U.S. Department of Labor,
200 Constitution Avenue NW., Vashing-
ton, D.C. 20210.

Signed at Washington, D.C., this 25th
day of October 1977.

nvnr 1L Fooxs,
Director, Office of

Trade Adjustment Assistance.
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APPENDI

etitloner: unon/workors or former Location Date Date of, Pettlort Articles produced
workers of- received ptilon. No.

Allied Leather Co., Wilmington, Diviio. Wilmigton. DeL. ......... Oct. 17,1971 Oct 12,1977, TA-W-2,436 Blue stagoof leathor manufacturlng.
(workers).

Corning Glass Works (workers)% ----------- - B3cksbrg, Va - -................. do...... Oct 11,1977 TA-W-2,49T Microwave oven sholvo.
Greenfield Components (company) --.. Greenfield, M s ........ do Oct. 7,1977 TA-W-2,493 Glas and metal seal for elcetronle compo.

inent34
Hrerman Geist, Inc. (workers) ..... . Boston, s -, - -....-------....... do- a 121977 TA-W-2,493 Ladlse tailored blouses.
Irwin Toys (workers) -------------- - Nashua, N.H .. ............. do-- - Oct. 11,1977 TA.-W-2SW Childron.'s toys.
Margaret Doll Clothing Co. Inc (workers)- Fitchburg, Mass .....-------------- Oct. do----O. 5,1977 TA-W-F.501 Sewing of precut doll clothing.
Vesuvius Crucible Co. (USWA) ---------- SwrlmvalePa ...................- do -------Oct- . 1,1977 TA-r-,-.502 Refractory, and graphite rdrcltory prod-

Zuckerman Co., Inc. (workcrs)L ..... WinchaserVa.... ... do.. Oct, 13,197z TA-W-2f03 Processing of scrp metal and copper Into
the finished product.

[FR Doo.77-32217 Filed 21-7-T7,S:4& aml

[ 4510-28]
INVESTIGATIONS REGARDING CERTIFI-

CATIONS OF ELIGIBILITY TO-APPLYFOR
WORKER ADJUSTMENT ASSISTANCE

Petitions have been filed with the Sec-
retary of Labor under section 221 (a). of
the Trade Act of 1974 ("the Act") and
are identified in the Appendix to this
notice. Upon receipt of these petitions,
the Director of the Office of Trade Ad-
justment Assistance, Bureau of Inter-
national Labor Affairs, has instituted in-
vestigations pursuant to section 221(a) of
the Act and 29 CFR 90.12.

The purpose of each of the investiga-
tions is to determine whether absolute or
relative increases of imports of articles
like or directly competitiv with articles
produced by the workers' firm or an ap-
propriate subdivision thereof have con-
tributed importantly to an absolute de-

cline in sales or production, or both, of
such firm or subdivision and, to the ac-
tual or threatened total or partial sepa-
ration of a significant number or pro-
portion of the workers of such firm or
subdivision.

]Petitioners meeting these eligibility re-
quirements will be certified as eligible to
apply for adjustment assistance under
Title T:, Chapter 2, of the Act in ac-
cordance with the provisions of Subpart
B of 29 CFR Part 90. The investigations
will further relate, as appropriate, to the
determination of the date on which total
or partial separations began or threat-
ened to begin and the subdivision of the
firm involved.

Pursuant to 29 CFR, 90.13, the peti-
tioners or any other persons showing a
substantial interest in the subject matter
of the investigations may request a pub-
lic, hearing, provided such request is filed

in writing with the Director, Offico of
Trade Adjustment-Assistance, at the ad-
dress shown below, not later than No-
vember 18, 1977.

nterested persons are invited to sub-
mit written comments regarding tho sub-
ject matter of the investigations to tho
Director, Office of Trade Adjustment As-
sistance, at the address shown below, not
later than November 18, 1977.

The petitions filed In this case are
available for inspection at the Office of
the Director, Office of Trade Adjustment
Assistance, Bureau of International
Labor Affairs, U.S. Department of Labor,
200 Constitution Avenue, N.W., Washing-
ton, D.C. 20210.

Signed at- Washington, D.C. this 17th
day of October 1977.-e

MARVIN M. FOOKS,
- Director, Office of
Trade Acdjutment Assistance.

AEPENDIK

Petitioner union/workers or former, Location Date Date of Petition Articles produced
workers of- received pttltis No.

F/V Alice Y. (workers) Provinetown,D ss...... Oct. 4,1977 Sept. 2, 197 TA-W-2,40f Catchin and'sollingoffisho
Bethlehem Stool Corp., Leotsdalo- Works Leetsdale, Pa ----....... Oct. 7,19". Oct. 5,1977 TA-W-2,46T Fabricatin and assembling ot trans.

(USWA). mzzon towers.
Brown Shoo Co., (Boot & Shoo Workers CharlestonMo .... Oct. 4,1977 Sept.2119g7 TA-W-246. Womcns drcs shoe.q.

Union).
Cepco, Inc. (ILA.AW) -- -- South San Francisco, Cal..... Oct. 7,1977 Sept. 30,1977 TA-W-2,469 Vinyl shot.M
Fiorahelm Shoo Co., (Retail Crks Inter" Anna, Ill. (1 Flbrsheinl Dr.) - e Oct. 4,177 Sept. 22,19"7 TA-W-2470 Men's shocs.

national Union).
Do ---------------------------- Ann IIL (214.W estDavlcLDr.)______do ---......-- (o -..... TA-I-2, 47t: Do.

Ford Meter Co. (workers) ------------------ R omeo, Micr . ..----------------- Oct. 6,197? Oct. ,1977 TA-W-2,472" Durabilty tcstdriver,
.GAP Corp. (workers) -----.----- Portland, 0rcr--.... . Oct. 7,.9= Sept.2319u7 TA-W-47& Slide and movie projectors and vlow

masters.

Loader Dyeing & Finishing Co., Inn, RegIs Paterson, N._...... Oct. 6,1977 Sept.26; 19MIT A-W -, 471 Textile proces-Ing.
Departmant (workers).

F/V Leona Louiso workers) ------- ------ Provincetown, Mass.___ Oct. 4,1977 Sept. 20.1977- TA-W-2,475, Catching andsdllng of fish.
Stdokpolo Carbon Co. (company) --------- St. Marys, Pa -------------------- Gct. 6,1977 OcL 3,1977 TA-W-2,1t76 Fixed composition resistors.

Do ----------- ne ------------- .- d...... . .do. .-- TA-W-2,47r Do.
The Contract Knitter, Inc. (workersk_.__ Northport, Al- --- .. Oct. 5,1977' Sp t.29,1977 TA-W-2,473 Double knit fabrics,
United Pleco Dye Works (wqr.ers)k......- Nort Charlesto.C ...---------- Oct. 4,1977 Sept. 23,1977 '1-A-W-2,470 Dye and flnlsh'toxtllo piece goods.

[jrnDoc.7T-32218 Filed Ii-7-77;8:45 am]

4510-28] W-1890: investigation regarding certi-
[TA_-W_1890l fication of eligibility to apply for worker

adjustment afsistance as prescribed in
A AND 'Z FASHIONS, INC. Section 222 of the Act.

Negative Determination Regarding Eligibil- The investigation was initiated on

ity To Apply for Vlorker Adjustment March 24, 1977 in response to a worker
Assistance petition received on March 24, 1977,

which was flied by the International
In accordance with Section 223 of the . Ladies! Garment. Workers' Union on be-

Trade Act of 1974 the Department of half of workers and former workers pro-
Labor herein presents the results. of TA- ducing women's dresses at the Wilkes-

Barre, Pa. plant of A and Z Fashions,
Incorporated.

The notice of investigation was pub-
lished in the FEDE RsIsTER on April
12, 1977 (42 FR 19175). No public hear-
ing was requested and none was held.

The information upon which the de-
termination was made was obtained
principally from officials of A and Z
Fashions, Incorporated, Its customers,
the U.S. Department of Commerce, the
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U.S. International Trade Commission,
industry analysts and Department files.

In order to make an afflimative de-
termination and issue a certification 'of
-eligibility to apply for adjustment assist-
ance, each of the group eligibility re-
quirements of Section 222 of the Trade
Act of 1974 must be met:

(1) That a significant number or propor-
tion of the workers in such workers' firm.
or an appropriate subdivision thereof, have
become totally or partially separated, or are
threatened to become totally or partially
separated;

(2) That sales or production, or both. of
such firm or subdivision have decreased ab-
solutely,

(3) That articles like or directly competi-
tive with those produced by the firm or sub-
division are being Imported in Increased
quantities, either actual or relative to do-
mestic production; and

(4) That such increased Imports have con-
tributed importantly to the separations, or
threat thereof, and to the decrease n sales
or production. The term "contributed Im-
portantly" means a cause which is important
but not necessarily more important than any
other cause.

Without regard to whether the other
criteria have been met, the investigation
revealed that criterion (1) has not been
met.

Average plant employment of produc-
tion -workers at A and Z Fashions re-
mained the same from 1974 to 1975, de-
clined 4.2 percent in 1976 compared to
1975 and increased 4.3 percent' in the
first quarter of 1977 compared to the
same quarter in 1976. The only perma-
nent separation, which accounted for the
decline in employment from 1975 to
1976, was a worker who retired at the
end of 1976.

CONCLUSIo0T
After careful review of the facts ob-

tained in the investigation, it is con-
cluded that a significant number or pro-
portion of workers at the Wilkes-Barre,
Pa. plant of A and Z Fashions, Inc. have
not become totally or partially separated
as required for certification under Sec-
tion 222 of the Trade Act of 1974.

Signed at 'Tashington, D.C. this 31st
day of October 1977.

HARY 'GRUERT,
Director, Office of

Foreign Economic Research.
[FR Doc.77-32322 Filed 11-7-77;8:45 am]

[4510-28]
[TA-W-20891

AILEEN, INC.

Certification Regarding Eligibility To Apply
for Worker Adjustment Assistance

In accordance with section 223 of the
Trade Act of 1974 the Department of
Labor herein. presents the results of TA-
W-2089: Investigation regarding, cer-
tification of eligibility to apply for work-
er adjustment assistance as prescribed
in section 222 of the Act.

The investigation was initiated on
May 24, 1977,-in response to a worker pe-
tition received on May 23, 1977, which

was filed on behalf of workers and for-
mer workers producing ladles' and girls'
knitwear at Aileen, Inc.'s Victoria, Vir-
ginia Cutting Plant. During the course of
the investigation, it was determined that
Aileen, Inc., produces women's, misses'
and children's sportswear, which in-
cludes blouses and shirts, slacks, sweat-
ers, and skirts.

The notice of investigation was pub-
,ished in the FEDERAL REGISTEn on June 3,
1977 (42 FR 28633). No public hearing
was requested and none was held.

The information upon which the de-
termination was made was obtained
principally from offieals of Aileen, In-
corporated, its customers, the U.S. De-
partment of Commerce, the U.S. Inter-
national Trade Commisslon, the Ameri-
can Textile Mlanufacturers Institute,
industry analysts and Department files.

In order to make an affirmative deter-
rination and issue a certification of eli-
gibility to apply for adjustment assist-
ance each of the group eligibility re-
quirements of section 222 of the Trade
Act of 1974 must be met:

(1) That a significant number or propor-
tion of the workers In the workers' firm or an
appropriate subdivision thereof, have become
totally or partially separated. or are threat-
ened to become totally or partially reparated;

(2) That sales or production, or both, of
such firm or subdivision have dccreaced ab-
solutely;

(3) That articles like or directly competi-
tive with those produced by the firm or sub-
division are being imported In ncreased
quantities, either actual or relative to domez-
tic production; and

(4) That such ncreazed imports have con-
tributed importantly to the reparations, or
threat thereof, and to the decrease In rales
or production. The term "contributed Impor-
tantly" means a cause which In Important
but not necessarily more inportant than any
other cause.

The investigation has revealed that all
of the abdve criteria have been met.

SIGrancANuCr TOTAL OR PARTML
SEPARATIONS

Average total company employment of
hourly workers (maintenance, clerical,
and production) declined 3 percent from
1974 to 1975 and declined 11 percent
from 1975 to 1976. Average employment
declined 28 percent in the 5-month pe-
riod from January through My 1077
compared to the same period in 1976.

The average number of workers at the
Victoria Cutting plant increased 16 per-
cent from 1974 to 1975 and 11 percent
from 1975 to 1976. Employment declined
5 percent in the five month period from
January through May 1977, compared-to
the same period in 1976. Employment be-
gan to decline in April 1977. Most work-
ers were laid off by My 27, 1977, when
the plant closed.

SALES OR PRODUCTION, OI BOrH,
HAVE DECREASED AisoLITsLw

Aileen operates on a fiscal year ending
October 31. Company sales (in value) In-
creased 5 percent from PY 1974 to FY
1975 and then declined 8 percent from
FY 1975 to FY 1976. Sales declined 22
percent in the six month period ending

April 1977 compared to the same period
ending April 1976.

Total company production (in quan-
tity) for all plants combined increased 2
percent from FY 1974 to FY 1976. Pro-
duction declined 30 percent in the six
month period ending April 1977 com-
pared to the same period ending April
1976.

The Victoria Cutting plant closed on
My 27, 1977.

INCRASED I5oRTS

Increased imports of women's, mises',
and children's blouses and shirts in-
creased in absolute terms, in each year
from 1972 through 1976. Imports in-
creased 16 percent from 1975 to 1976 and
decreased 14 percent in the first quarter
of 1977 compared to the first quarter of
1976. The ratios of imports to domestic
production and consumption increased
from 70.4 percent and 41.3 percent, re-
spectively, in 1975 to 76.0 percent and
43.2 percent, respectively in 1976.

Imports of women's misslues; and chil-
dren's slacks and shorts decreased in ab-
solute terms, from 1972 to 1973, and from
1973 to 1974 and increased from 1974 to
1975. Imports increased 10 percent from
1975 to 1976 and decreased 4 percent in
the first quarter of 1977 compared to the
first quarter of 1976. The ratios of im-
ports to domestic production and con-
sumption increased from 33.0 percent
and 24.8 percent, respectively, in 1975 to
39.0 percent and 28.0 percent, respec-
tively in 1976.

Imports of women's, misses, and chil-
dren's sweaters decreased In absolute
terms, from 1972 to 1973, increased from
1973 to 1974, and from 1974 to 1975.
Imports increased 7 percent from 1975 to
1976 and decreased 33 percent in the
first quarter of 1977 compared to the
first quarter of 1976. The ratios of im-
ports to domestic production and con-
sumption increased from 115.1 percent
and 53.5 percent, respectively, in 1975 to
122.3 percent and 55.0 percent, respec-
tively in 1976.

Imports of women's, misses, and chil-
dren's skirts decreased in absolute terms,
from 1972 to 1973 and from 1973 to 1974,
and increased from 1974 to 1975. Imports
increased 54 percent from 1975 to 1976
and decreased 61 percent in the first
quarter of 1977 compared to the first
quarter of 1976. The ratios of imports
to domestic production and consumption
increased from 10.6 percent and 9.6 per-
cent, respectively, in 1975 to 12.2 percent
and 10.9 percent, respectively in 1976.

Coz.-Rnauru Imponraimy
Aileen, Inc. experienced declining sales

in 1976 and 1977. Decisions were made
to close three of the Virginia plants and
the Victoria Cutting, McKenney sewing.
and Altavista'Sewing plants were closed
in April and May 1977. Original plans
to close the South Hill Sewing plant
were discarded, in anticipation of growth
in years ahead. Consolidation and do-
mestic transfers -occurred, while the
plant closures resulted in a significant
reduction in company wide employment.
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Customers who decreased purchases
from Aileen indicated that. they in-
creased purchases of women's and chil-
dren's sportswear from imported sources.

CONCLUSION

After careful review of the facts ob-
tained in the investigation, I conclude
that Increases of imports like or directly
competitive with women's and children's
sportswear produced at Aileen, Inc. con-
tributed importantly to the decline in
sales or production and to the total or
partial separations of the workers'at the
Victoria, Virginia Cutting plant of Ai-
leen, In. In accordance with the pro-
visions of the Act, I make the following
certification:

All workers at Aileen, In., Victoria, Vir-
ginia Cutting plant who become totally or
partially separated from employment on or
after April 1, 197, are. eligible to apply for
adjustment assistance under Title 3r, Chap-
ter 2 of the Trade Act of 1974.

Signed at Washington, D.C., this 31st
day of October 1977.

JAMES F. TAYLOR,
Director Officeof Management,.

Administration, and Pladnning.
[F& Doe.77-32318 Filed 11-7-77;8:45 am]

[4510-28 ]
[TA-W-1693 ,

ALDON, INC.
Certification Regarding Eligibility To Apply

for Worker Adjustment Assistance
In accordance with section 223 of the

Trade Act. of 1974 the Department of
Labor herein presents, the results of TA-
W-1693: Investigation regarding cer-
tification of eligibility to apply for work-
er adjustment. assistance as. prescribed
in section 222 of theAct.

The investigation was initiated on
March 1, 1977, in response to a worker
petition received on Februgy 15, 197%
which was. filed by the Amalgamated
Clothing and Textile Workers Union on
behalf of workers and former workers
producing men's full-fashioned knit
sweater shirts. and sweaters. at. the San
Antonio, Tex., plant of. Alden, Inc., a
subsidiary of McGregor-Doniger, Inc.

-The investigation was expanded to in-
clude workers. and former workers pro-
ducing men's full-fashioned knit sweater
shirts and sweaters at the New Braun-
fels, Texas plant of Aldon, Inc.

The Notice of Investigation was pub-
lished in the FEDERAL REGISTER on March
11, 1977 (42 FR 13628). No public hear-
ing was requested and none was held.

The information upon which the de-
termination was made was obtained
principally from officials of McGregor-
Doniger, Its customers, the National
Cotton Council of America, the U.S. De-
partment of Commerce, the U.S. Inter-
national Trade Commission, industry
analysts. and Department files.

In order to make an affirmative de-
termination and issue a certification of
eligibility to apply for adjustment assist-
ance, each of the group eligibility re-

-quirements. of Section 232 of the Trade
Act, of 1974 must be met.-

('1. That a sfgniffcant number or propor-
tion of the workers In the workers' firm, or
an appropriate subdivision thereof, have be-
come totally or partially, separated, or are
threatened to, become totally or partially
separated;

(2) That sales or production, or both, of
such firm or subdivision have decreased ab-
olutely;_

(3) That articles like or directly competi-
tive with those produced by the firm or sub-
division are, being imported in Increased
quantities, either actual -or relative to do-
mestic production; and

(4). That such increased imports have con-
tributed importantly to the separations, or
threat thereof. and to the decrease in sales
or production. The term "contributed im-
portantly"mean a cause which is important
but not necessarily more important than any
other cause.

The investigation revealed that all of
the above criteria have been met.

SiGlinIcAnT ToTmr. oa PARTIAL
SEPARATIONs

Employment of hourly and salaried
workers at the San Antonio plant de-
clined 17 percent from 1975 to 1976. All
employment ceased at the plant by Feb-
ruary 27, 197T. when the plant was per-
manently closed.

Employment of hourly and salaried
workers at the New Braunfels plant de-
creased 14 percent. from 1975 to 1976
and inereased.147 percent in January-
April 197T compared to the like period
in 1976. Employment begafil increasing
in February 1977.

SALES On- PRODUcTION, oiR BoTr, HAvE
DEcREASED A BSOLuTELY

Net. corporate, sales. by McGregor of
full-fashioned sweater shirts, full-
fashioned sweaters, and cut-and-sewn
sweaters. decreased in dollar value by 30
percent from 1975 to 1976 and-by 22 per-
cent in the first quarter of 1977 com-
pared to the first quarter of 1976.

Total shipments of full-fashioned
sweater shirts- and sweaters. produced at
Aldon's. San Antonio and New Braunfels
plants decreased in- quantity by 14 per-
cent from 1975 to 197% and by 40 percent
in. January-April 1977 compared to the
like period in 1976.

INCREASED IMPORTS

Imports of men's and boys' sweaters,
knit cardigans, and pullovers increased
from 1972 to 1973 and declined yearly
from 1973 through 1975, Imports in-
creased from 20.4 million units in 1975
to 26.5 nIllion units in 1978 and rose
from 2.7 million units in the first quar-
ter of 1976 to 2.8 million units in the
first quarter of 1977. The ratio of imports
to domestic production rose from 36.6
percent in 1975 to 67.8 percent in 1976.

Imports of men's and boys' knit sport-
and dress shirts excluding T-shirts, in-
creased from 1972 to 1973, declined from
1973, to 1974, and increased yearly from
1974 through 1976. Imports rose from
66.2 million units in 1975 to 74.0 million
units in 1976 and then declined from
20.2 million units in the first quarter of

1976 to, 20.0 million units In the first
quarter of 1977. The ratio of Imports to
domestic production decreased from 23.4
percent in 1975 to 21.7 percent In 1976.

CoNTRinUTED. XrmoriTLvr

The Departments Investigation, re-
vealed that prior to February 1977
Aldon's production of full-fashlonecd
sweater shirts. and sweaters was into-
grated between the San Antonio and
New Braunfels plants. Sales were made
byMcGregor. •

Customers surveyed indicated that
from 1975 to 1976 they had reduced their
purchases of sweater shirts and sweaters
from McGregor and had Increased pur-
chases of imports.

Faced with declining sales, Increased
import competition, and corporate finan-
cial problems, McGregor closed the older
San Antonio plant on February 27, 1977,
and consolidated all of Aldon's, produc-
tion and administrativa functlon Into
the New Braunfelsz plant.

CONCLUSION

After careful review of the facts ob-
tained in the investigation, I conclude
that increases of Imports like or directly
competitive with men's full-fashioned
knit sweater shirts and sweaters pro-
duced at Aldon, Inc., contributed Impor-
tantly to the decline in sales and to the
total or partial separations of workers at
that firm. In accordance with the pro-
visions of the Trade Act of 1974, L make
the following certification:

All workers at the San Antonlo Te:., plant
of Alden, Inc., who became totally or par-
tially separated from employment on or after
February 11, 1976, are eligible to apply for
adjustment assistance under Title I, Chap-
ter 2 of the Trade Act of 1974; and that all
workers at the New Braunfels, Tex., plant of
Aldon, Inc., who became- totally or partially
separated from employment on or after Feb-
ruary 11, 1976. and on oV before Januar Di,
1977. are. eligible, to, apply for adjustment
assistance under Title, Ir. Chapjtr 2 of tho
Trade'Act of 16714.

Signed at- Washlngton, D.C , thkit 31st
day of October 197?.

JsAMES F. I'AYLOll,
Director, Office of Managemmnt,

Administration, and Planning.
[FR Doc.57-3231IFiled 11-7-77;8.45 am]

[4510-28 ]
[TA-VW-2060]

ALLIED LEATHER CO.

Negative Determination Regarding Eligibil-
ity To Apply for Worker Adjustmont
Assistance
In accordance with section 223 of the

Trade Act of 1974 the Department of
Labor herein presents the results of TA-
W-2060: Investigation regarding certifi-
cation of eligibility to apply for worker
adjustment assistance as prescribed In
section 222 of the Act.

The investigation was initiated on May
11, 1977, in response to a worker petition
received on May 10, 1977, which was filed
on behalf of workers and former workers
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producing patent leather at Allied
Leather Co., Waterboro, Maine.

The notice of investigation was pub-
lished in. the FEDERAL RE msTER on May
24,1977 (42 FR 26481). No public hearing
was requested and none was held.

The information upon which the de-
termination was made was obtained
principally from officials of Allied
Leather Co., its customers, the U.S. De-
partment of Commerce, the U.S. Inter-
national Trade Commission, industry
analysts, and Department files.

In order to make an affirmative de-
termination and issue a certification of
eligibility to apply for adjustment as-
sistance, each of the group eligibility
requirements of section 222 of the Trade
Act of 1974 must be met:

(1) That a significant number or propor-
tion of the workers in the workers' firm, or
-an appropriate subdivision thereof, have be-
come totally or partially separated, or are
threatened to become totally or partially
separated;

(2) That sales or production, of' both, of
such firm or subdivision have decreased abso-
lutely;

(3) That articles like or directly competi-
tive with those produced by the firm or sub-
division, are being imported in increased
quantities, either actual or relative to do-
mestic production; and

(4) That.such Increased Imports have con-
tributea importantly to the separations, or
threat thereof, and to the decrease in sales
or production. The term "contributed impor-
tantly" means a cause which is important
but not necessarily more important than
any other cause.

Without regard to whether any other
criteria have been met, criterion. (4) has
not been met.

Salds, production, and employment at
the Waterboro division of Allied Leather
increased from 1975 to 1976. There were
no- layoffs at the Waterboro plant in
1976f.

The Department's investigation re-
ealed that customers surveyed did not

s their purchases of patent leather
made at the Waterbora plant to imported
patent leather. Customers who reduced
purchases from the Waterboro plant in
the first half of 1977, indicated that they
had reduced their purchases of imported
patent leather by-a greater extent than
their purchases from Allied Leather.

COXCLUSIOx
After careful review of the facts ob-

tained in the investigation, I conclude
that imports of articles like or directly
competitive with patent leather produced
at Allied Leather Co., Waterboro, Maine,
did not contribute importantly to the
total or partial separations as required
for certification under section 222 of the
Trade Act of 1974.

Signed at Washington, D.C., this 31st
day of October 1977.

JAIs F. TAYLOR,
Director, Ofice of Management.

Administration, and Planning.
[FR Doc-77-32320 Filed 1I-7-77;8:45 anal

[4510-28]
JTA -W-17801

AMERICAN BRIDGE DIVISION,
UNITED STATES STEEL CORP.

Negatiue Determination Regarding Eligibll-
ity To Apply for Worker Adjustment
Assistance

In accordance with section 223 of the
Trade Act of 1974 the Department of
Labor herein presents the results of TA-
W-1730: Investigation regarding certif-
cation of eligibility to apply for worker
adjustment assistance as prcribd in
section 222 of the Act.

The investigation was Initlated on
Warch 7, 1977, in response to a worker
petition received on March 7,1977, which
was filed by three workers on bdhalf of
workers and former workers producing
structural shapes and steel plate at the
Ambridge, Pa., plant of the American
Bridg6 Division of the United States
Steel Corp.

The notice of investigation was pub-
lished in the FEDERAL Rxr-srr on March
22, 1977 (42 FR 15477) .No publichearing
was requested and none was held.

The information upon which the de-
termination was made was obtained
principally from officials of the United
States Steel Corp., Its customers, the
U.S. Department of Commerce, the U.S.
International Trade Commision, Indus-
try analysts, and Department files.

In order to make an afirmative deter-
mination and 1-sue a certification of
eligibility to apply for adjustment a Ist-
ance, each of the group eligibility re-
quirements of section 222 of the Trade
Act of 1974 must be met:

(1) That a significant numbar or proper-
of the workers In such workerz' firm. or a
appropriate subdivIsion thereof, have become
totally or partially ceparated. or are threat-
ened to become totally or partially ceparated;

(2) That salc or production, or both. of
such firm or subdivision have decreased
absolutely;

(3) That/article3 like or directly compet-
itivo with thoso produced by the firm or
subdivision are being Imported In increxsed
quantities, either actual orrelativo to domes.
tic production; and

(4) That such inerease imports have con-
tributed Importantly to the seperatfons, or
threat thereof, and to the decrease in sales
or production. The term "contributed Im-
portantly" means a cause which Lba Important,
but not necessarily more important tin any
other cause.

Without regard to whether any other
criteria have been met, the Investigation
has revealed that criterion (4) has not
been met.

The Department's investgatlion re-
vealed that the Ambridge plant produces
fabricated steel products which are pri-
marily used In the construction indus-
try. The fabricated structural steel
products are designed for applications
in bridges, buildings, barges, and roada.

The Department conducted a survey of
some of the customers of fabricated
structural products from the Ambridge

plant. None of the customers surveyed
have switched to imported products.
Some custolers, primarily in the con-
Ltruction and transportation industries,
reported that they had reduced pur-
chas from Ambridge due to the de-
pre=sed construction market and due to
a low level of economic activity relative
to past year-

After careful revie- of the facts ob-
taned in the investigation, I conclude
that increascd imports of articles lMke or
directly competitive with the fabricated
structural products produced at the Am-
bridge. Pa., plant of the American Bridge
Division of the United States Steel Corp.
have not contributed importantly to the
total or partial seperation of workers at
the plant as required for certification
under section 222 of the Trade Act of
1974.

Stied at Washington,. D.C., thi_ 31st
da.y of October 1077.

HAnRY G-nuBERT.
Director. Office of

Foreign Economic Research.
[lFt Des.77-32321 r-ited II-7-'7:3:4. aml

[4510-28]
(TA-W-12321

BOUQUET FASHIONS

Certification Regarding Eligibility To Apply
for Worker Adjustment Assistance

In accordance with section 223 of the
Trade Act of 1974 the Department of
Labor herein presents the results of
TA-W-1932: Investigation regarding
certification of eligbiity to apply for
w.orker adjustment assistance as pre-
Ecribed in section 222 of the Act.

The nvestigaton was initiated on
March 31, 1977. In re-ponse t,> a worker
petition received on March 23. 1977.
which was filed by the International
Ladies' Garment Workers' Union on be-
half of workers and former workers pro-
ducing women's coats at Bouquet Fash-
Ions, Lancaster, Cali.

The notice of investigation was Pub-
lihbed in the FDmznX. R=ssm on April
15. 1977 (42 FR 19937). No public hear-
ing was requested and none was held.

The information upon -which the de-
termination was made was obtained
principally from offIcials of Bouquet
Fashions, its customers, the National
Cotton Council of America, the US. De-
partment of Agriculture. the American
Textile Manufacturer Institute, the UZ.
Department of Commerce, the UZ. In-
ternatonal Trade Commii-.on, industry
analysts, and Department files.

In order to make an affirmative deter-
mination and I-ie a certification of
eligibility to apply for adjustment as-
nistance, each of the group eligibility re-
quirements of section 222 of the Trade
Actof 1974 must bmet:
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(1) That a significant number or propor-

tion of the workers in such workers' firm,
or an appropriate subdivision thereof, have
become totally or partially separated, or are
threatened to become totally or partially
separated;

(2) That sales or production, or both, of
such firm or subdivision have decreased ab-
solutely;

(3) That articles like or directly competi-
tive with those produced by the firm or sub-
division are being imported in increased
quantities, either actual or relative to do-
mestic production; and

(4) That such increased imports have con-
tributed importantly to the separations, or
threat thereof, and to the decrease in sales
or production. The term "contributed im-
portantly" means a cause which is Impor-
tant but not necessarily more Important
than any other cause.

The investigation revealed that all of
the abovd criteria have been met.

SIGNIFICANT TOTAL OR PARTIAL
SEPARATIONS

Average employment of production
workers decreased 11 percent in 1976
compared to 1975. Increased employ-
ment in the first quarter of 1977 com-
pared to the first quarter of 1976 reflects
the fact that the plant was closed for
11 weeks during the first quarter of 1976
due to a lack of work. Average employ-
ment declined 45 percent in the first
quarter of 1977 when compared to the
first quarter of 1975.

SALES OR PRODUCTION, OR BOTH, HAVE
DECREASED ABSOLUTELY.

Comphny sales decreased 26 percent
In quantity and 29 percent in value in
1976 compared to 1975. Increased sales in
the first quarter of 1977 compared to
the first quarter of 1976 reflects the fact
that the plant was shut down for 11
weeks during the first quarter of 1976
due to lack qf work. Company sales de-
clined 71 percent in quantity and 58 per-
cent in value in the first quarter of 1977
when compared to the first quarter of-
1975.

Bouquet Fashions is a contractor. As
such, its production equals its sales.

INCREASED IMPORTS -

Imports of women's, misses' and chil-
dren's coats and jackets increased in
quantity in absolute terms from 1972 "to
1973, decreasdd from 1973 to 1974, and
increased from 1974 to 1975. Imports in-
creased 48 percent from 1975 to 1976
and increased 17 percent in the first
quarter of 1977 compared to the first
quarter of 1976. The ratios of imports to
domestic production and consumption
increased from 35.4 percent and 26.1
percent, respectively, in 1975 to 52.2 per-
cent and 34.3 percent, respectively, in
1976.

CONTRIBUTED IMPORTANTLY

The manufacturer for which Bouquet
Fashions produced -women's coats in-
creased purchases of imported coats in
the first half of 1977 compared to the
first half of 1976. Orders for imported
women's coats are placed 3 to 6 months
prior to their receipt and recordation.
Therefore, the increased imports re-

c'rded for the first half of 1977 reflect
orders placed by the manufacturer dur-
ing the second half of 1976.

Customers of this manufacturer who
were suryeyed also purchase imported
women's coats. Some of these customers
reduced purchases from the manufac-
turer in 1976 and 1977.

" CONCLUSION

After careful review of the facts db-
tained in the investigation, I conclude
that increases of imports of articles like
or directly competitive with women's
coats produced by Bouquet Fashions,
Lancaster, Calif., contributed impor-
tantly to the total or partial separation
of the workers of that firm. In accord-
ance with the provisions of the Act, I
make the following certification:

All workers of Bouquet Fashions, Lan-
caster, Calif., who became totally or partially
separated from employment on or after July
1, 1976, are eligible to apply for adjustnient
assistance under Title II, Chapter 2 of the
Trade Act of 1974.

Signed at Washington, D.C., this 28th
day of October 1977.

HARRY GRUBERT,
Director, Office of

Foreign Economic Research.
[FR Doc.77-32323 Filed 11-7-77;8:45 am]

[4510-28-]
[TA-W-1992]

CISNE SHOES INC.
Certification Regarding Eligibility To Apply

for Worker Adjustment Assistance
In accordance with section 223 of the

Trade Act -of 1974 the Department of
Labor herein presents the results of
TA-W-1992: Investigation' regarding
certification of eligibility to apply for
worker adjustment assistance as pre-
scribed in section 222 of the Act.

The investigation was initiated on
April 19, 1977, in response to a worker
petition received on April 19, 1977, which
was filed on behalf of workers and former
workers producing soft-soled baby shoes
at the Mayflower, Ark., plant of Cisne
Shoes, Inc.

The notice of investigation was pub-
lished in the FEDERAL REGISTER on May 6,
1977 (42 FR 23215). No public hearing
was requested and none was held.

The information upon which the de-
termination was made was obtained
principally from officials of Cisne Shoes,
Inc., its customers, the U.S. Department
of Commerce, the U.S. International
Trade Commission, industry analysts,
and Department files.

In order to make an affirmative deter-
mination and issue a certification of
eligibility to apply for adjustment as-
sistance each of the group eligibility re-
quirements of section 222 of the Trade
Act of 1974 must be met:

(1) That a significant number or propor-
tion of the workers in such workers' firm, or
an appropriate subdivision thereof, have be-
come totally or partially separated, or are
threatened to become totally or partially
separated;

(2) That sales or production, or both, of
such firm or subdivision have decreased
absolutely;

(3) That articles like or directly competi-
tive with those produced by the firm or sub-
division are being Imported In increased
quantities, either actual or relative to domes-
tic production; and

(4) That such increased imports have con-
trlbuted Importantly to the separations, or
threat thereof, and to the decrease in sales
or production. The term "contributed impor-
tantly" means a cause which is Important
but not necessarily more Important than any
other cause.

The investigation has revealed that all
of the above criteria have been met.

SIGNIFICANT TOTAL OR PARTIAL
SEPARATIONS

Average employment of production
workers increased 75 percent from 1974
to 1975 and increased 43 percent from
1975 to 1976. The average number of
workers declined 9 percent In the first
half of 1977 compared to the first half
of 1976.

SALES OR PRODUCTION, OR BOTu, HAVE
DECREASED ABSOLUTELY

Sales of baby shoes increased 42 per-
cent in quantity from 1974 to 1975 and
Increased 38 percent from 1975 to 1976.
The quantity of sales declined 2 percent
in the first half of 1977 compared tO the'
first half of 1976

Production of baby shoes increased 66
percent in quantity from 1974 to 1975
and increased 26 percent from 1975 to
1976. Production declined 7 percent In
quantity in the first half of 1977 com-
pared to the first half of 1976.

INCREASED IMPORTS

Imports of infants' and babies' non-
rubber footwear decreased in absolute
terms from 1972 to 1973, declined from
1973 to 1974, and increased from 1974 to
1975. Imports increased 55.1 percent
from 1975 to 1976 and increased7 per-
cent in the first half of 1977 compared
to the first half of 1976. The ratios of Im-
ports to domestic production and con-
sumption increased from 28,5 percent
and 22.2 percent, respectively, In 1975 to
43 percent and 30.1 percent, respectively,
in 1976. The ratios of Imports to do-
mestic production and consumption in-
creased from 41.9 percent and 29.5 per-
cent, respectively, in the first half of 1976
to 58.1 percent and 36.7 percent, respec-
tively, in the first half of 1977.

CONTRIBUTED IMPORTANTLY

During the investigation, customers of
Cisne were surveyed regarding their pur-
chases of baby shoes. Some customers re-
sponding to the survey reduced pur-
chases from'Cisne in 1977 compared to
1976 and increased purchases of im-
ported baby shoes.

Production and employment at Cisne
increased from 1975 to 1976, In each
-quarter of 1976 average employment at
the plant either increased or remained
unchanged when compared to the like
quarter of 1975. In 1977, however, sales,
production and employment at Cisne be-
gan declining. The plant was closed for
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two weeks in January and in April 1977
due to lack of orders.

CONCLUVSI
After careful review of the facts ob-

tained in the investigation I conclude
that increases of imports like'or directly
competitive with soft-soled baby shoes
produced at the Mayflower, Ark., plant of
Cisne Shoes, In(., contributed impor-
tantly to the total or partial separation
of the workers of the plant. In accord-
ance with the provisions of the Act, I
make the following certification:

All workers engaged In employmentrelated
to the production of soft-soled shoes at the
Mayflower. Ark., plant of Cisne Shoes, In.,
who became totally or partially separated
from employment on or after January 1.1977,
are eligible to apply for adjustment assist-
ance under Title II, Chapter 2, of the Trade
Act of 1974.

Signed at Washington, D.C., this 31st
day of October 1977.

HARRY GRUBERT,
Director, Office of

Foreign Economic Research.
[FR Doc.77-32324 Filed 11-7-77;8:45 am]

[4510-28]
[TA-W-21651

CONVERSE RUBBER CO.
Certification Regarding Eligibility To Apply

for Worker Adjustment Assistance
In accordance with section 223 of the

Trade Act of 1974 the Department of
Labor herein presents the results of TA-
W-2165: Investigation regarding certifi-
cation bf eligibility to apply for worker
adjustment assistance as prescribed In
section 222 of the Act.

The investigation was initiated on
June 23, 1977, in response to a worker
petition received on June 22, 1977, which
was filed on behalf of workers and former
workers engaged in employment related
to the production of canvas and athletic
footwear at the Charlotte, N.C., distri-
bution center of Converse Rubber Co.

The notice of investigation was pub-
lished in the FEDERAL REGISTER onl July
12. 1977 (42 FR 35903). No public hear-
ing was requested and none was held.

The information upon which the de-
termination was made was obtained prin-
cipafly from officials of Converse Rub-
ber Co., its customers, the Department
of Commerce, the International Trade
Commission, industry analysts, and "De-
partment fies.

In order to make an aimative deter-
mination and issue a certification of eli-
gibility to apply for adjustment assist-
;nce each of the group eligibility re-
quirements of section 222 of the Trade
Act of 1974 must be met:

(1) That a significant number or propor-
tion of the workers in such workers' firm, or
an appropriate subdivision thereof. have be-
coma totally or partially separated., or are
threatened to become totally or partially
separated;

(2) That sales or production, or both. of
such firm or subdivision have decreased ab-
solutely;,

NOTICES

(3) That articles like oc directly competi-
tive with those produced by the firm or sub-
divLsion are being imported in Increased
quantities either actual or relative to domes-
tic production; and

(4) That such Incmased Importa have con-
tributed Importantly to the cep=tIons. or
threat thereof, and to the decrease In sale3
or production. The terra "contributed Im-
portanUy" means a. caure which Is Important
but not necesarily more Important than any
other cause.

The Investigation has rcvealed that all
of the above criteria have been met.

SrcGrzIcA=T TOTAL on PARTIAL
SEPARATIONS

Average hourly employment at the
Charlotte, N.C.. distribution center of
Converse Rubber Co. Increased 6 percent
in 1975 from 1974. decreased 30 percent
in 1976 from 1975 and decreased 20 per-
cent in the first 5 months of 1977 com-
pared to the same period of 1076.
SALES OR PRODUCTION', OR BOTI, HAVE

DECREASED AvSOLuTELY

Sales of canvas and athletic footwear
by Converse Rubber Co. declined 12 per-
cent in quantity and 8 percent in vaue
in 1975 compared to 1974; 13 percent in
quantity and 7 percent in value in 1976
compared to 1975 and 17 percent in quan-
tity and 13 percent in value In the first
half of 1977 compared to the first half 6f
1976.

INCREASED IMPORTS

Imports of athletic footwear did not
change in absolute terms, from 1972 to
1973, Increased from 1973 to 1074. and
increased from 1974 to 1975. Imports in-
creased 107 percent from 1975 to 1976
and increased 104 percent In the first
quarter of 1977 compared to the first
quarter of 1976. The ratios of imports to
domestic production and consumption
increased from 212.7 percent and 68 per-
cent, respectively. In 1975 to 333.7 per-
cent. and 76.9 percent, respectively, In
1976. and to 526.9 percent and 84 percent,
respectively, in the first quarter of 1977.

Imports of rubber/canvas footwear In-
creased in absolute terms, from 1972 to
1973, Increased from 1973 to 1974, and
decreased from 1974 to 1975. Imports In-
creased 35 percent from 1975 to 1976 and
increased 62 percent in the first quarter
of 1977 compared to the first quarter of
1976. The ratios of imports to domestic
production and consumption ,Increased
from 17.6 percent and 15 percent, respec-
tively, in 1975 to 29.1 percent and 22.6
percent, respectively, in 1970, and to 34.1
percent and 25.4 percent, respectively, in
the first quarter of 1977.

ConyusurrE IMrOrTAnTLr

Customers of Converse Rubber Co. In-
dicated they have decreased their pur-
chases of canvas and athletic footwear
from Converse Rubber Co. and have In-
creased their-purchases of imported foot-
wear.

Co NcLusroir
After careful review of the facts ob-

tained In the investigation. I conclude
that Increases of imports like or directly
competitive with canvas and athletic
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footwear produced by Converse Rubber
Co. contributed Importantly to the de-
cline In sales and to the total or partial
separation of the workers at the Char-
lotte, N.C., distribution center of Con-
verse Rubber Co. In accordance with the
provisions of the Act, I make the folloc-
ing certification:

All workers at the Charlotte, N.C. diztrl-
butlon center of Converse Rubber Co. who
became totally or prtilly separated from
employment on or after May 23. 2976. are
elig'ible to apply for adjustment amistance
under Title UI, Chapter 2 of the Trade Act
of 1974.

Signed at Washington. D.C, this 31st
day of October 1977.

JAas P. TAYEoL
Director, Offce of Management,

Admniisrationand Paruing.
[FR D.7-32325 Filed 11-7-77;8:45 aml

E 4510-25 1
[TA-'W-21681I

CONVERSE RUBBER CO.
Certification Regarding ErigibMity To Apply

forWorker Adjustment Assistance

In accordance with qection 223 of the
Trade Act of 1974 the Department of
Labor herein presents the results of T&-
W-2166: Investigation regarding certi-
fication of eligibility to apply for worker
adjustment as:Lstance as prescribed in
section 222 of the Act.

The investigation was initiated on
June 23, 1977, in response to a worker
petition received on June 22, 1977, which
was filed on behalf of workers and
former workers engaged In employment
related to the production of canvas and
athletic footwear at the Contoocook,
NM.. distribution center of Converse
Rubber Co.

The notice of investigation was pub-
lished in the FEDr2AY Rnss'rr On July
12. 1977 (42 FR 35903). No public hear-
ing was requested and none was held.

The information upon which the de-
termination was made was obtained
principally from oiclals of Converse
Rubber Co.. its customers, the Depart-
ment of Commerce the International
Trade Commision, industry analysts,
and Department files.

In order to make an alfirmative deter-
mination and Issue a certification of eli-
Cibility to apply for adjustment assist-
ance each of the group eligibility re-
quirements of section 222 of the Trade
Act of 1974 must, be met:

(1) That a. 4-gncant number or propor-
tion of the worlera in such workers- firm,
or an appropriate subdivision thereof, have
become totally or partla y separated = are
threatanLn to tcom2 totally or partially
ceparated:

(2) That scae or prcduction. or both. of
such firm or subdiviaion have decreased ab-
solutely.

(3) That artfcles lie or directly competi-
tive with thozaproduced by the firm or sub-
divrson are being Imported in' increased
quantitim, either actual or relative to do-,
metic production; and

(4) That such increased Imports have
contributed Importantly to the separations,
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or threat thereof, and to the decrease in
sales Or production. The term "contributed:
Importantly" means a cause which is Im-
portant but not necessarily more important
than any other cause.

The investigation has revealed that all
of the above criteria have been met.

SIGNIFICANT TOTAL OR PARTIAL
SEPARATIONS

Average hourly employment at the
Contoocook, N.H., distribution center
increased 2 percent in the third quar-
ter of 1976 from the previous quarter,
decreased 28 percent in the fourth quar-
ter of 1976 from the previous quarter,
decreased 12 percent in first quarter of
1977 from the previous quarter and de-
creased 20 percent in Aprl-M dy 1977
compared to the first quarter of 1977.
The distribution center began operation
in March 1976.

SALES OR PRODUCTION, OR BOTH, HAVE
DECREASED ABSOLUTELY

Sales of canvas and athletic footwear
by Converse Rubber Co. declined 12 per-
cent in quantity and 8 percent in value
in 1975 compared to 1974, 13 percent in
quantity and 7 percent in value in 1976
compared to 1975 and 17 percent In
quantity and 13 percent in value in the
first half of 1977 compared to the first
half of 1976.

INCREASED IMIPORTS

Imports of athletic footwear did not
change in absolute terms, from 1972 to
1973, increased from 1973 to 1974, and
increased from 1974 to 1975. Imports in-
creased 107 percent from 1975 to 1976
and increased 104 percent in the first
quarter of 1977 compared to the first
quarter of 1976. The ratios of imports to
domestic production and consumption
increased from 212.7 percent and 68 per-
cent, respectively, in 1975 to 333.7 per-
cent and 76.9 percent, respectively, in
1976, and to 526.9 percent and 84 percent,
respectively, in the first quarter of 1977.

Imports of rubber/canyas footwear in-
creased in absolute teris; from 1972 to
1973, increased from 1973 to 1974, and
decreased from 1974 to 1975. Imports in-
creased 35 percent from 1975 to 1976 and
increased 62 percent in the first quarter
of 1977 compared to the first quarter of
1976. The ratios of imports to domestic
production and consumption increased
from 17.6 percent and 15 percent, re-
spectively, in 1975 to 29.1 percent and
22.6 percent, respectively, in 1976, and
to 34.1 percent and 25.4 percent, respec-
tively, in the first quarter of 1977.

CONTRIBUTED IMiPORTANTLY

Customers of Converse Rubber Co. In-
dicated they have decreased their pur-
chases of canvas and athletic footwear
from Converse Rubber Co. and have in-
creased their purchases of imported foot-
wear.

CONCLUSION

After careful review of the facts ob-
tained in the investigation, I conclude
that increases of imports like or directly
competitive with canvas and athletic

footwear produced by Converse Rubber
Co., contributed importantly to the de-
cline in sales and to the total or partial
separation of the workers at the Contoo-
cook, N.H., distribution center of Con-
-verse Rubber Co. In accordance with pro-
visions of the Act, I make the following
certification:

All workers at the Contoocook, N.H., dis-
tribution center of Converse Rubber Co. who
became -totally or partially separated from
employment on or after July 1, 1976, are eli-
gible to apply for adjustment assistance un-
der Title II, Chapter 2 of the Trade Act of
1974.

Signed at Washington, D.C., this 31st
day of October 1977.

JAMES F. TAYLOR,
Director, Office of Management,

Administration, and Planning.
]FR Doc.77-32326 Filed 11-8-77;8:45 am[

E 4510-28]
[TA-W-2167]

CONVERSE RUBBER CO.

Certification Regarding Eligibility To Apply
for Worker Adjustment Assistance

In accordance with Section 223 of the
Trade Act of 1974 the Department of
Labor herein presents the results of TA-
W-2167: Investigation regarding certifi-
cation of eligibility to apply for worker
adjustment assistance as prescribed in
Section 222"of the Act.

The investigation was initiated on
June 23, 1977, in response to a worker
petition received on June 22, 1977, which
was filed on behalf of workers and former
workers engaged in employment related
to the production of canvas and athletic
footwear at the Elk Grove Village, Ill.,
distribution center of Converse Rubber
Co.

The notice of investigation was pub-
'ished in the FEDERAL REGISTER on July
12, 1977 (42 FR 35903). No public hear-
ing was requested and none was held.

The information upon which the de-
termination was made was obtained

*.principally from officials of Converse
Rubber Co., its cistomers, the U.S. De-
partment of Cdmmerce, the U.S. Inter-
national Trade Commission, industry
analysts, and Department files.

In order to make an affirmative de-
termination and issue a certification of
eligibility to apply for adjustment as-
sistance, each of the group eligibility re-
quirements of Section 222 of the Trade
Act of 1974 must be met:

(1) That a significant number or propor-
tion of the workers in such workers' firm, or
an appropriate subdivision thereof, have be-
come totally or partially separated, or are
threatened to become totally or partially
separated;

(2) That sales or production, or both, of
such firm or subdivision have decreased
absolutely;

(3) That articles lke or directly competi-
tive with those produced by the irm or sub-
division are being imported in increased
quantities, either actual or relative to do-
mestic production; and

(4) That such Increased Imports have con-
tributed importantly to the soparationq, or
threat thereof, and to the decrease in salca
or production. The term "contributed Impor-
tantly" means a cause which is important
but not necessarily more important than
any other cause.

The Investigation has revealed that all
of the above criteria have been met.

SIGNIFICANT TOTAL OR PARTIAL
SEPARATIONS

Average hourly employment at the Elk
Grove Village, Ill., distribution center de-
creased 9 percent In 1975 from 1974, 10
percent in 1976 from 1975, and 11 per-
cent in the first half of 1977 compared
to the first half of 1076.

SALES OR PRODUCTION, OR BOTiH, HAVE
DECREASED ABSOLUTELY

Sales of canvas and athletic footwear
by Converse Rubber Co. declined 12 per-
cent in quantity and 8 percent in value
in 1975 compared to 1974, 13 percent in
quantity and 7 percent In value in 1970
compared to 1975 and 17 percent in
quantity and 13 percent in value in the
first half of 1977 compared to the first
half of 1976.

INCREASED IMPORTS

Imports of athletic footwear did not
change in absolute terms, from 1972 to
1973, increased from 1973 to 1974, and
increased from 1974 to 1975. Imports In-
creased 107 percent from 1975 to 1076
and increased 104 percent in the first
quarter of 1977 compared to the first
quarter of 1976. The ratios of imports
to domestic production and consumption
increased from 212.7 percent and 68,0
percent, respectively, In 1975 to 333.7
percent and 76.9 percent, respectively, in
1976, and to 526.9 percent and 84.0 per-
cent, respectively, in the first quarter of
1977.

Imports of rubber/canvas footwear in-
creased in absolute terns from 1972 to
1973, Increased from 1973 to 1974, and
decreased from 1974 to 1975. Imports In-
creased 35 percent from 1975 to 1970 and
increased 62 percent in the first quarter
of 1977 compared to the first quarter of
1976. The ratios of imports to domestic
production and consumption Increased
from 17.6 percent and 15.0 percent, re-
spectively, in 1975 to 29.1 percent and
22.6 percent, respectively, in 1970, and
to 34.1 percent and 25.4 percent, respeo-
tively, in the first quarter of 1977,

CONTRIBUTED IMPORTANTLY

Customers of Converse Rubber Co, in-
dicated they have decreased their pur-
chases of canvas and athletic footwear
from Converse Rubber Co. and have In-
creased their purchases of imported foot-
wear.

- CONCLUSION

After careful review of the facts ob-
tained in the investigation, I conclude
that increases of imports like or directly
competitive with canvas and athletic
fdotwear produced by Converse Rubber
Co., contributed importantly to the de-
cline in sales and to the total or p %rtial

FEDERAL REGISTER, VOL 42, NO. 215-TUESDAY, NOVEMBER 8, 1977

58216



NOTICES

separation -of the workers at the Elk
Grove Village, Ill, distribution center
of Converse Rubber Co. In accordance
with the provisions of the Act, I make
the following certification:

All workers at the Elk, Grove Village, IlL,
distributibn center of Converse Rubber Co.
who became totally or partially separated
from employment on or after. May 23, 1976,
are eligible to apply for adjustment assist-
ance under Title 3r Chapter 2 of the Trade
Act of 1974.

Signed at Washington, D.C., this 31st
day of October 1977.

JAmEs F. TAYLOR,
Director, Office of Mlanagement

Administration, and Planning.
[FR Doc.77-32327 Filed 11-7-77;8:45 am]

[4510-28]
[TA-W-2168]

CONVERSE RUBBER CO.

Certification Regarding Eligibility To Apply
for Worker Adjustment Assistance

In accordance with Section 223 of the
Trade Act of 1974 the Department of
Labor herein presents the results of TA-
W-2168: Investigation regarding certifi-
cation of eligibility to apply for worker
adjustment assistance as prescribed in
Section 222 of the Act.

The investigation was initiated on
June 23, 1977, .i response to a worker
petition received on June 22, 1977, which
was filed on behalf of workers and former
workers engaged in employment related
to the production of canvas and athletic
footwear at the Reno, Nev., distribution
center of Converse Rubber Co.

The notice of investigation was pub-
lished in the FEDERAL REGISTER on July 12,
1977 (42 FR 35903). No public hearing
was requested and none was held.

The information upon which the de-
termination was made was obtained
principally from officials of Converse
Rubber Co., its customers, the U.S. De-
partment of Commerce, the U.S. Inter-
national Trade Commission, industry
analysts and.Department files.

In order to make an affirmative de-
termination and issue a certification of
-eligibility to apply for adjustment as-
sistance each of the group eligibility re-
quirements of Section 222 of the Trade*
Act of 1974 must be met:

(1) That a significant number or propor-
tion of the workers in such workers' firm,
or an appropriate subdivision thereof, have
become totally or partially separated, or are
threatened to become totally or partially
separated;

(2) That sales or production, or both, of
such firm or subdivision have decreased ab-
solutely;

(3) That articles like or directly competl-
tive with those produced by the firm or sub-
division are being imported in increased
quantities, either actual or relative to do-
mestic production; and

(4) That such increased imports have con-
tributed importantly to the separations, or
threat thereof, and to the decrease in sales
or production. The term "contributed im-
portantly" means a cause which is important

but not necessarily more important than
any other cause.

The investigation has revealed that all
of the above criteria have been met.

SrGmcAirc TOTAL OR PARTIAL
SEPARATIONS

Average employment at the Reno, Nei.,
distribution center decreased 12 percent
in 1976 from 1975 and 13 percent in the
first 5 months of 1977 compared to the
same period of 1976.
SALES OF PRODUCTION, on BOTH, HAVE

DEcREASED ABSOLuTELY

Sales of canvas and athletic footwear
by Converse Rubber Co. declined 12 per-
cent in quantity and 8 percent in value
in 1975 compared to 1974, 13 percent in
quantity and 7 percent~in value in 1976
compared to 1975 and 17 percent in
quantity and 13 percent in value in the
first half of 1977 compared to the first
half of 1976. *

INCREASED rTs

Imports of Athletic footwear did not
change in absolute terms, from 1972 to
1973, increased from 1973 to 1974, and
increased from 1974 to 1975. Imports in-
creased 107 percent from 1975 to 1076
and increased 104 percent n the first
quarter of 1977 compared to the first
quarter of 1976. The ratios of imports
to domestic production and consumption
increased from 212.7 percent and 63.0
percent, respectively, in 1975 to 333.7
percent nd 76.9 percent, respectively, in
1976, and to 526.9 percent and 84.0 per-
cent, respectively, in the first quarter of
1977.

Imports or rubber/canvas footwear In-
creased in absolute terms, from 1972 to
1973, incraesed from 1973 to 1974, and
decreased from 1974 to 1975. Imports in-
creased 35 percent from 1975 to 1976 and
increased 62 percent in the first quarter
of 1977 compared to the first quarter of
1976. The ratios of imports to domestic
production and consumption increased
from 17.6 percent and 15.0 percent, re-
spectively, in 1975 to 29.1 percent and
22.6 percent, respectively, in 1976, and
to 34.1 percent and 25.4 percent, re-
spectively, in the first quarter of 1977.

CONTRIBUTED IMORTANTLY

Customers of Converse Rubber Co. in-
dicated they have decreased their pur-
chases of canvas and Athletic footwear
from Converse Rubber Co. and have in-
creased their purchases of Imported foot-
wear.

CONCLUSIONr

After careful review of the facts ob-
tained in the investigation, I conclude
that increases of imports like or directly
competitive with canvas and athletic
footwear produced by Converse Rubber
Co., contributed importantly to the de-
cline in sales and the total or partial
separation of workers at the Reno, Nev.,
distribution center of Converse Rubber
Co. In accordance with the provisions of
the Act, I make the following certifica-
tion:
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Ai workers at the Reno, T ev., distribution
center of Converse Rubber Co. who became
totally or partially ceparated from employ-
mont on or after Uay 23, 1976, are eligible
to apply for adjustment azistance under
Title II, Chapter 2 of the Trade Act of 1974.

Signed at Washington, D.C., this 31st
day of October 1977.

JAxss F. TAYLOr,
Director, Ofice of Management,

Administration, and Planning.

[FR Doc.7-32328 Filed 11-7-77;8:45 aml

[4510-28]

EDWARDSVILLE FASHIONS, INC.

Negative Determination Regarding Eligibil-
ity To Apply for Worker Adjustment
Assistance

In accordance with section 223 of the
Trade Act of 1974 the Department of
Labor herein presents the results of TA-
W-1875: Investigation regarding certi-
fication of eligibility to apply for work-
er adjustment assistance as prescribed
in section 222 of the Act.

The investigation was initiated on
March 23, 1977, in response to a worker
petition received on March 23, 1977,
which was filed by the International
Ladles Garment Workers Union on be-
half of workers and former workers pro-
ducng women's dresses at Edwardsvilie
Fashions, Inc., Larksville, Pa. During
the course of the Investigation it was de-
termined that Edwardsville Fashions
also produces pantsuits and jumpsuits.

The notice of investigation was pub-
1lshed in the FERAL RzGis-. on April
12, 1977 (42 FR 19176). No public hear-
ing was requfsted and none was held.

The information upon which the de-
termination was made was obtained
principally from officials of Edwards-
vile Fashions, Inc., Its customers, the
U.S. Department of Commerce, the U.S.
International Trade Commission, the
National Cotton Council of America, In-
dustry analysts, and Department files.

In order to make an affirmative deter-
mination and issue a certification of
eligibility to apply for adjustment as-
sistance, each of the group eligibility
requirements of section 222 of the Trade
Act of 1974 must be met:

(1) That a significant number or propor-
tion of the workers in the workers! firm or
an appropriate cubdiVislIon thereof, have be-
come totally or partially separated, or are
threatened to become totally or partially
ceparated:

(2) That sales or production, or both, or
such firm or subdivision have decreased ab-
solutely;

(3) That articlea like or directly competi-
Uve with those produced by the firm or sub-
dLvision are being Imported in increased
quantities, either actual or relative to do-
mestic production; and

(4) That such Increased imports have con-
tributed importantly to the separations, or
threat thereof, and to the decrease in sales
or production. The term "contributed im-
portantly" means a cause which Is important
but not necessarily more important than any
other cause.
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Without regard to whether any of th
other criteria have been met, the Inves
tigation revealed that criterion (4) ha
not been met.

Edwardsville Fashions is a contracto
for women's dresses, pantsuits, ant
Jumpsuits for only one manufacturer
Orders to Edwardsville Fashions fron
this manufacturer increased in 1971
compared to the same period of 1975 an(
in the first half of 1977 compared to th
same period of 1976.

Sales and production at Edwardsvilli
F ashions are equal. Production dati
prior to 1976 was destroyed in a fire. Thi
owner of Edwardsville Fashions statec
that production increased in 1976 com.
pared to 1975. Production increased 13
percent in the first half of 1977 com
pared to the same period of 1976.

CONCLUSION

It is concluded that imports of article
like or directly competitive with women',
dresses, pantsuits, and jumpsuits pro:
duced at Edwardsvflle Fashions, Inc.
Larksville, Pa., have not contributed im.
portantly to the decline in productior
and to the total or partial separatior

,of workers at that firm as required foi
certification under section 222 of th(
Trade Act of 1974.

Signed at Washington, D.C., this 31s,
day of October 1977.

HARRY GRUBERT,
Director, Office of

Foreign Economic Research.
['B Doc.77-32329 Filed 11-7-77;8:45 am]

[4510-28.]
ITA-W-21741

GENESCO, INC.
Certification Regarding Eligibility To AppI3

for Worker Adjustment Assistance
In accordance with section 223 of thE

Trade Act of 1974 the Department oJ
Labor herein presents the results of TA-
W-2174: Investigation regarding certi.
flcation of eligibility to apply for workej
adjustment assistance as prescribed iJ
section 222 of the Act.

The investigation was initiated or
June 27, 1977, in response to a workei
petition received on June 24, 1977, whicl
was filed by three workers on behalf oJ
workers and former workers producini
women's shoes at the Cowan, Tenn.
plant Qf the General Shoe Co. Divisior
of Genesco, Inc., Nashville, Tenn.

The notice of investigation was pub.
lished in the FEDERAL REGISTER on Jul,
12, 1977 (42 FR 35904). No public hear.
ing was requested and none was held.

The information upon which the de.
termination was made was obtainec
principally from officials of the Genera
Shoe Co. Division of Genesco, Inc., it
customers, the U.S. Department of Com.
merce, the U.S. International Tradi
Commission, industry analysts, and De
partment files.

Inorder to make an afftmative deter,
mination and issue a certification 0
eligibility to apply for adjustment assist

ance each of the group eligibility re- from General Shoe and Increased pur-
quirements of section 222 of the Trade chases of imported women's shoes. Con-
Act of 1974 must be met: pany imports of women's shoes increased

(1) That a significant number or propor- 23.8 percent in 1976 compared to 1975.
tion of the workers in the workers' firm or CONCLUSION
an appropriate subdivision thereof, have be-
come totally or partially separated, or are After careful review of the facts ob-
threatened to become totally Or partially tained in the investigation, I conclude
separated; that increases of imports of articles lie

(2) That'sales or production, or both, of or dir
such firm or subdivision have decreased ctly competitive with the women's
absolutely; shoes produced by the Cowan, Tenn.,

(3) That articles like or directly competi- plant of the General Shoe Co. Division
tive with those prodied by the firm or sub- of Genesco, Inc., contributed importantly
division are being imported in increased to the decline In sales and or production
quantities, either actual or relative to do- and to the total or partial separations of
mastic production; and workers at that firm. In accordance with

(4) That such increased imports have the Provisions of the Act, I make the fOl-
contributed importantly to the separations. tow rifion
or threat thereof, and to the decrease n lowing certification:
sales or production. The term "contributed All workers of the Cowan, Tenn,, plant of
importantly" means a cause which is Impor- the General Shoe Co. Division of Cenesco,
tant but not necessarily more important Inc., who became totally or partially sop-
than any other cause. arated from ex-ployment on or after Juno 15,

1976, are eligible to apply for adjustment as-The investigation has revealed that all sistance under Title II, Chapter 2 of thefour of the above criteria have been met. Trade Act of 1974.

SIGNIFICANT TOTAL OR PARTIAL Signed at Washington, D.C., this 31st
SEPARATIONS day of October 19,77.

n-The average number of hourly pro-
1 duction workers employed at the Cowan,

Tenn., plant of General Shoe declined
15.9 percent in 1976 compared to 1975
and declined 30.2 percent in the first

I half of 1977 compared to the first half
of 1976.

The average number of salaried work-
ers employed at the Cowan, Tenn., plant
of General Shoe declined 5.3 percent in
1976 compared to 1975 and declined 5.3
percent in the first half of 1977 com-
pared to the first half of 1976.

SALES OR PRODUCTION, OR BOTH,
DECREASED ABSOLUTELY

Production of women's shoes in terms
of quantity at the Cowan, Tenn., plant
of General Shoe declined 26.3 percent
in 1976 compared to 1975 and declined
49.9 percent in the first half of 1977
compared to the first half of 1976.

INCREASED IMPORTS

Imports of women's and misses' non-
I -rubber footwear, except athletic, in-

creased from 204.2 million pairs in 1972
x to 218.4 million pairs in 1973 and then

decreased to 187.6 million pairs in 1974.
Imports increased to 190.7 million pairs

f in 1975 and then increased 2.5 percent
to 195.5 million pairs in 1976. The ratios
of imports'to domestic production and

I consumption decreased from 114.1 per-
cent and 52.3 percent, respectively, in,

- 1975 to 112.6 percent and 53 iercent, re-
y spectively, in 1976. Imports totalled 92.6
- million pairs in the first half of, 1977, a

decrease of 16.1 percent from the 110.4
- million pairs imported in the first half
d of 1976. The ratios of imports to domes-
1 tic production and consumption in-

creased from 101.7 percent and 50.4 per-
- cent, respectively, in the first half of

1976 to 119.6 percent and 54.5 percent,
. respectively, in the first half of 1977.

CONTRIUTED ILIPORTANTLY

- A survey conducted by the Department.
f revealed that some customers have re-
- duced their purchases of women's shoes

JArs F. TAYLOR,
Director, Office of Management,

Administration, and Planning.
[FR Doc.77--2330 Filed 11-7-77;8:45 am]

[4510-28]
[TA-W-2270; TA-W-2271]

GRIECO BROTHERS, INC.
Negative Determination Regarding Eligibil-

ity To Apply for Worker Adjustmont
Assistance

In accordance with section 223 of the
Trade Act of 1974 the Department of
Labor herein presents the results of TA-
W-2270 and 2271: Investigations regard-
ing certification of eligibility to apply
for worker adjustment assistance as pre-
scribed in section 222 of the Act,

The investigations were initiated on
August 17, 1977, in response to worker
petitions received on August 16, 1977,
which were filed on behalf of workers
and former workers producing men's
clothing at Grieco Brothers, Inc., Law-
rence and Stoneham, Mass.

The notices of investigation were pub-
lished in the FEDERAL REGISTER on August
26, 1977 (42 FR 43155). No public hear-
ing was requested and none was held.

The information upon which the de-
termination was made was obtained
principally from officials of Grieco
Brothers Inc., the U.S. Department of
Commerce, the U.S. International Trade
Commission, the American Textile Man-
ufacturers Institute, industry analysts,
and Department files.

In order to make an affirmative de-
termination and issue a certification of
eligibility to apply for adjustment assist-
ance, each of the group eligibility re-
quirements of section 222 of thb Trade
Act of 1974 must be met:

(1) That a signtflcant number or propor-
tion of the workers In such workers' firm, or
an appropriate subdivision thereof, have be-
come totally or partially separated, or are
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threatened to become totally or partially
separated;

(2) Thut sales or production, or both, of
such firm or subdivision have decreased
absolutely;

(3) That articles like or directly compe-
titive with those produced by the firm or
subdivision are being imported In ncreased
quantities, either actual or relative to domes.
tic production; and

(4) That such increased imports have con-
tributed Importantly to the separations, or
threat thereof, and to the decrease in sales or
production. The term "contributed Im-
portantly" means a cause which is important
but not necessarily more important than any
other cause.

Without regard to whether any of the
other criteria have been met, criterion
(2) has not been met.

The Department's investigation re-
vealed that Grieco Brothers, Inc., is a
3nanufacturer of men's clothing with
plant in Lawrence and Stoneham, Mass.
The Lawrence plant produces men's suit
coats, pants, and vests. The Stoneham
plants in Lawrence and Stoneham, Mass.
and production at Grieco Brothers are
approximately equal, as production is
based on orders received. The company
operates on a fiscal year period ending
October 31.

Company sales and production, in
terms of value, increased 7 percent from
FY 1974 to FY 1975 and increased 12 per-
cent from FY 1975 to FY 1976. Sales and
production increased 19 percent in the
November 1976-July 1977 period com-
pared to the respective period of the pre-
vious year.

Sales and production of men's coats
(suit coats and sports coats produced at
both plants), in terms of quantity, de-
clined 20 percent from FY 1974 to FY
1975 and then increased 31 percent from
FY 1975 to FY 1976. Sales and produc-
tion of mei's coats increased 9 percent
in the November 1976-August 1977 period
compared to the respective period of the
previous year.

Sales and production of men's pants
(Lawrence plant only), in terms of quan-
tity, declined 19 percent from FY 1974 to
FY 1975 and then increased 26 percent
from FY 1975 to FY 1976. Sales and pro-
duction of men's pants increased 7 per-
cent in the November 1976-August 1977
period compared to the respective period
of the previous year..

Sales and production of men's vests
(Lawrence plant only), in terms of quan-
tity, increased 52 percent from FY 1974
to FY 1975 and increased 66 percent
from FY 1975 to FY 1976. Sales and pro-
duction of men's vests increased 36 per-
9ent in the November 1976-August 1977
period compared to the respective period
of the previous year.

CoNcLUSION

After careful review of the facts ob-
tained in the investigation, I conclude
that sales or production of men's cloth-
ing at Grieco Brothers, Inc., Lawrence
and Stoneham, Mass., have not declined
as required for certification under sec-
tion 222 of the Trade Act of 1974. The
petition Is, therefore, denied.

Signed at Washington, D.C., this 31Sb
day of October 1977.

JAin F. TAYwLO,
Director, Office of Management,

Administration, and Planning.
iFR Doc.77-32331 Elled 11-7-7;8:43 ami

[4510-28]
ITA-W-1221

JACANA SPORT-WEAR, INC.
Certification Regarding Eligibility To Apply

for Worker Adjustment Assistance
In accordance with Section 223 of the

Trade Act of 1974 the Department of
Labor herein presents the rezultz of TA-
W-1622: investigation regarding certifi-
cation of eligibility to apply for worker
adjustment assistance as prescribed in
Section 222 of the Act.

The investigation was initiated on
February 3, 1977 in response to a worker
petition received on January 10, 1977
which was filed by the Joint Board of
Shirt, Lelsurewear, Robe, Glove and
Rainwear Workers' Union, ACTWU, on
behalf of workers and former workers
producing men's and boys' sportscoats
and jackets at Jacana Sportswear, Inc.,
New York, N.Y.

The notice of investigation was pub-
lished in the Federal Register on Febru-
ary 18, 1977 (42 FR 177). No public hear-
ing was requested and none was held.

The information -upon which the de-
termination was made was obtained
principally from officials of the Jacana
Sportswear, Inc,; the manufacturer,
David Peyser, Inc. and their customers;
the U.S. Department of Commerce, the
U.S. International Trade Commission;
industry analysts and Department files.

In order to make an affirmative deter-
mination and Issue a certification of
eligibility to apply for adjustment assist-
ance each of the group eligibility re-
quirements of Section. 222 of the Trade
Act of 1974 must be met:

(1) That a slgnillcant number or propor-
tion of workers In the workemr' firm, or ap-
propriate subdivision thereof, have become
totally or partially reparated, or are threat-
ened to become totally or partially separated:

(2) That sales or production, or both, of
such firm or subdivision have decreazed ab-
solutely;

(3) That articles like or directly competi-
tive with those produced by the firm or sub-
division are being imported in increared
quantities, either actual or relative to domea-
tic production; and

(4) That such Increased Imports have con-
tributed importantly to the reparations, or
threat thereof, and to the decrease in sales
or production. The term "contributed im-
portantly" means a cause which is important
but not necessarily more important than any
other cause.

The investigation has revealed that all
of the above criteria have been met.

SIGr cANT TOTAL Oro
PARTIAL SEPAATIONS

Employment of production workers at
Jacana Sportswear decreased 23.0 per-
cent in 1975 compared with 1974 and In-

creased 15.8 percent in 1976 compared
with 1975. Employment decreased 4.7
percent in the third quarter of 1976 and
decreased 15.5 percent in the fourth
quarter of 1976 compared with the like
quarters of 1975 The company closed
permanently in December 1976. ,

SuEs On PhfODUCTIO21, OFo BOH, H&V
DrcpAssD AnSOLuTELY

Sales of men's and boys' sports coats
and Jackets in terms of value decreased
16.5 percent in 1975 compared with 1974
and increased 20.6 percent in 1976 com-
pared with 1975. Sales decreased 7.7 per-
cent in the third quarter of 1976 com-
pared to th same quarter of'1975 and de-
crea!ed 10.5 percent in the fourth quar-
ter of 1976 compared with the same
quarter of 1975.

cIfNlrMnS ILMPORTS

Imports of men's and boys' non-
tailored outer jackets in terms of quan-
tity increased from 15,956 thousand in
1972 to 21,062 thousand in 1973, de-
creased to 17,904 thousand in 1974, and
decreased to 15,551 thousand in 1975 be-
fore increasing 1.2 percent to 15,736
thousand in 1976. Imports have increased
from 7,558 thousand units in the first half
of 1976 to 9,115 thousand units in the
first half of 1977. The ratios of imports
to domestic production and consumption
increased from 28.1 percent and 21.9 per-
cent, respectively, in 1974 to 34.6 percent
and 25.7 percent, respectively, in 1975.

CO'ITUiUrsD IMOOf TANTLY
Jacana Sportswear In New York, N.Y.

was closed by its parent company, David
Peyser, Inc. In December 1976 to consoli-
date the company's contracting opera-
tions. The parent company, a manufac-
turer of men's and boys' coats and
jackets, has experienced declining sales
due to imports of lower priced men's and
boys! coats and jackets. Retail customers
surveyed reported increased purchases of
imported men's and boy's coats and
jackets -and reduced purchases from
David Peyser. These customers indicated
that the imported coats and jackets are
available at prices below comparable do-
mestic products, and the quality and
workmanship of these imported coats
and Jackets have recently shown im-
provement over previous years' ship-
ments.

ConcLusIoT

After careful review of the facts ob-
tained in the investigation, it is con-
eluded that increases of imports of arti-
cles like or directly competitive with the
men's and boys' sports coats and jackets
produced by Jacana Sportswear, Inc.,
New York, N.Y. contributed importantly
to the total or partial separations of the
workers at that plant. In accordance
with the provisions of the Act, I make the
following certification:

All workers engaged In employment related
to the production of men's and boys' sports
coats and jackets at Jacana Sportswear, Inc,
New York, N.Y. who became totally or par-
tially separated from employment on or after

FEDERAL REGISTER, VOL. 42, NO. 215--TUESDAY, NOVEMBER 8, 1977

NOTICES



58220

3une 4, 1976 are eligible to apply for adjust-
ment assistance under Title II, Chapter 2 of
the Trade Act of 1974.

Signed at Washington, D.C. this 31st
day of October 1977.

JAIIES F. TAYLOR,
Director, Office of Management,

Administration, and Planning.

[Fn Doc.77-32332 Filed 11-7-77;8:45 am]

[4510-28]
[TA-NV-19621

JAMKA STITCHING COMPANY, INC.

Certification Regarding Eligibility To Apply
for Worker Adjustment Assistance

In accordance with Section 223 of the
Trade Act of 1974 the Department of
Labor herein presents the results of TA-
W-1962: Investigation regarding certifi-
cation of eligibility to apply for worker
adjustment assistance as prescribed in
Section 222 of the Act.

The investigation was initiated on
April 7, 1977 in response to a worker pe-
tition received on April 5, 1977 which was,
filed on behalf of workers and 'former
workers producing doll clothes, sports-
wear for women and denim skirts for
girls at JAMIKA Stitching Co., Inc.,
Fitchburg, Mass. During the course of
the Investigation it was discovered that
JAM KA also produced boys' woven shirts
In 1976.

The Notice of nvestigation was pub-
lshed in the FEDERAL REGISTER on April
15, 1977 (42 FR 19939). No public hear--
Ing was requested and none was held.

The Information upon which the de-
termination was made was obtained
principally from officials of JAMIKA
Stitching Co., Inc., customers of the
manufacturers contracting work with
JAMKA, ,the U.S. Department of Com-
merce, the U.S. International Trade
Commission, industry analysts and De-
partment Mles.

In order to make an affirmative deter-
rnination and issue a certification of eli-
gibility to apply for adjustment assist-
ance, each of the group eligibility re-
quirements of Section 222 of the Trade
Act of 1974 must be met:

(1) That a significant number or propor-
tion of the workers In such workers' firm,
or an appropriate 'subdivision thereof have
become totally or partially separated, or are
threatened to become totally or partially
separated;

(2) That sales or production, or both, of
such firm or subdivision have decreased
absolutely;

(3) That articles like or directly competi-
tive with those produced by the firm or sub-
division are -being imported in increased
quantities, either actual or relative to do-
mestic production; and

(4) That such increased imports have con-
tributed importantly to the separations, or
threat thereof, and to the decrease In sales
or production. The term "contributed impor-
tantly" means a cause which is important
but not necessarily more important than any
other cause.

The investigation has revealed that
all four criteria bave been met.

NOTICES

SIGNIFICANT TOTAL OR PARTIAL
SEPARATIONS

Average -annual employment of pro-
duction workers at JAMAEKA declined 20
percent from 1974 to 1975, declined 83
percent from 1975 to 1976. All workers
were separated when JAMKA closed in
mid-1977.

SALES OR PRODUCTION, OR BOTH, DECLINED

ABSOLUTELY

Sales declined in value (adjusted for
price changes) 54 percent from 1974 to
1975 and declined 79 percent from 1975
to 1976.

INCREASED ILWORTS

Imports of doll clothes increased in
absolute terms, from 1972 ,to 1973. de-
creased from 1973 to 1974, and decreased
from 1974 to 1975. Imports increased
31 percent from 1975 and 1976 and in-
creased 106 percent in the first quarter
of 1977 compared to the first quarter
of 1976. The ratios of imports to do-
mestic production and consumption in-
creased from 163.2 percent and 62.0 per-'
cent, respectively, in 1975 to 226.6 per-
cent and 73.7 percent, respectively, in
1976.-

CONTRIBUTED IMPORTANTLY

The Department's investigation re-
vealed that JAMLKA Stitching Co. did
sewing on a contract basis for other
manufacturers. In 1975 and 1976 be-
tween 80 and 90 percent of production
at JAMXKA consisted of doll clothes.

The doll clothes manufacturing indus-
try, is relatively small, approximately
six firms account for 75 percent of do-
mestic production, The inidustry has ex-
perienced erratic but persistent produc-
tion declines since 1973 but domestic
consumption was higher in 1976 than it
was in 1973.
1 Import competition has increased.
Imports currently supply a higher share
of domestic consumption than for any
of the past five years. The most dramatic
increase in imports and the impoit share
of the market occurred between 1975 and
1976. The experience of increasing im-
ports in 1976 appears to have continued
into 1977 as well. Quarterly data indl-
cate substantial increases in imports for
the first quarter of 1976 compared to the
first quarter of 1977.

During the 1975-1976 -period the
*JAMKA Stitching Co. experienced de-
clines in Sales and production of 50 per-
cent and 78 percent respectively. The
manufacturer for whom JAMKA did
most of its stitching of doll clothes went
out of business in December 1976.
JAMKA did not obtain stitching con-
tracts with the successor to their princi-
pal manufacturer.

In 1976 over 75 percent of Its output
was still doll clothes. JAMA in the face
of increasing competition from imports
attempted to diversify its production.
The company could not, in the face of
increasing imports and increased import
penetration of the market for dolls
-clothes develop alternative stitching con-

tracts from manufacturers of clothes for
dolls.

CONCLUSION

After careful review of the facts ob-
tained in the investigation, I conclude
that increases of imports like or directly
competitive with doll clothes produced
by JAMKA Stitching Co., Inc., Fitchburg,
Mass. did contribute importantly to the
total or partial separation of the workers
and to the absolute decline in sales or
production at such firm.

In accordance with the provl1ion of the
Act, I make the following certification:

All employees of JALMA Stitching Co.,
Inc., Fitchburg, Mlaso., who became totally or
partially separated on or after Mfarch 20,
1976 are certified as eligiblo to apply for
adjustment assistance under Title 1I, Chp-
ter 2 of the Trade Act of 1974.

Signed at Washington, D.C. this 27th
day of October 1977.

IEBERT N. BLACE'IAN,
Associate DeputyJ Under Secretary

for International Affairs.
[MF Doc.77-32333 Filed 11-7-77,8:45 am]

[4510-28]
[TA-W-1752l

REPUBLIC SPORTSWEAR, INC.

Certification Regarding Eligibility To Apply
for Worker Adjustment Assistance

In accordance with Section 223 of the
Trade Act of 1974 the Departmcnt of
Labor herein presents the results of TA-
W-1752: Investigation regarding certifi-
cation of eligibility to apply for worker
adjustment assistance as prescribed In
Section 222 of the Act.

The investigation was initiated on
March 3, 1977, in response to a worker
petition received on February 28, 1977,
which was filed by the Amalgamated
Clothing and Textile Workers of America
on behalf of workers and former workers
producing men's sportcoats at Republic
Sportswear, Inc., Republic, Pa.

The notice of investigation was pub-
lished in the FEDERAL REGIsTER on March
22, 1977 (42 FR 15477). No public hearing
was requested and none was held.

The information upon which the de-
terminatidn was made was obtained
principally from officials of Republic
Sportswear, Inc., its customers, the U.S.
Department of Commerce, the U.S. In-
ternational Trade Commission, industry
analysts and Department files.

In order to make an affirmative deter-
mination and issue a certification of eli-
gibility to apply for adjustment assist-
ance, each of the group eligibility re-
quirements of Section 222 of the Trade
Act of 1974 must be met':

(1) That a significant number or propor-
tion of the workers in such workers' firm, or
an appropriate subdivision thereof, have be-
come totally or partially separated, or are
threatened to become totally or partially rop-
aratpd;

(2) That sales or production, or both, of
such firm or subdivision have decreased ab-
solutely;
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(3) That articles like or directly competi-
tive with those produced by the firm or sub-
division are being Imported in Increased
quantities, either actual or relative to do-
mestic production; and

(4) That such Increased Imports have con-
tributed importantly to the separations, or
threat thereof, and to the decrease in sales or
production. The term "contributed Impor-
tantly" means a causewhich Is important
bilt not necessarily more Important than any
other cause.

The investigation- revealed that anl
four of the above criteria have been met.

SIGxIFICAxT TOTAL on PARTIAL
SEPARATIONS

Average hourly and piece rate employ-
ment at Republic Sportswear increased
4.4 percent in 1975 over 1974 and de-
creased 10.1 percent in the first four
months of 1976 compared to the same
period in 1975. Employment at Republic
Sportswear ceased in April 1976 when
the company closed.

Average weekly hours per worker in-
creased 1.1 percent In the first four
months of 1976 compared to the same
period in 1975.

Average salaried employment de-
creased 15.4 percent in 1975 over 1974
and decreased 41.7 percent in the first
seven months of 1976 compared to the
same period in 1975.

SALES OR PRODUCTION, OR BoTH, HAvE
DECREASED ABSOLUTELY

Production at Republic Sportswear,
Inc., increased in quantity 5.6 percent in
1975 over 1974 and decreased 26.'7 per-
cent In the first four months of 1976
compared to the same period in 1975.
Production ceased in April 1976 when the
company closed.

INCREASED ILIPORTS

Imports of men's and boys' tailored
dress coats and sportcoats Increased from
4,346,000 coats and sportcoats in 1972 to
5,380,000 in 1973, decreased to 5,062,000
coats and sportcoats in 1974, and in-
creased steadily to-6,965,000 suits and
sportcoats in 1976.

Imports of men's and boys' tailored
suits increased steadily from 1,954,000
suits in 1972 to 3,562,000 suits in 1976.

CONRIBUTED ILIPORTAITTLY

A survey of customers of Republic
Sportswear's major client revealed that
some customers increased purchases of
Imports while decreasing purchases from
Republic's client in the first half of 1976
compared to the first half of 1975.

CONCLUSION
After careful review of the facts ob-

tained in the investigati6n, I conclude
that increases of imports like or directly
competitive with men's sportcoats pro-
duced at Republic Sportswear contrib-
uted importantly to the total or partial
separation of the workers and to the de-
crease in production at that firm. In ac-
cordance with the provisions of the Act,
I make the following certification:

"All hourly, piece-rate, and salaried work-
ers at Republc Sportswear, Inc., Republic,
Pa., who became totally or partially separated

from employment on or after February 22,
1976, and before September 30, 1976, are eli-
gible to apply for adjustment assistance
under Title 31, Chapter 2 of the Trade Act
of 1974. All Workrcs who became totally or
partially -separated on or after September
30, 1976, are denied certification.

Signed at Washington, D.C., this 31st
day of October 1977.

HA GRUaRRT,
Director, Office of

Forcigni Economic Research.
[FR Doc.77-32334 Fl1ed 11-7-77;8:45 am]

[ 4510-28 ]
[TA-W-19281

SIRCO INTERNATIONAL CORP.

Certification Regarding Eligibility To Apply
for Worker Adjustment Assistance

In accordance with Section 223 of the
Trade Act of 1974 the Department of
Labor herein presents the results of TA-
W-1928: Investigation regarding certifi-
cation of eligibility to apply for worker
adjustment assistance as preccribed In
Section 222 of the Act.

The investigation was initiated on
March 30, 1977, in response to a worker
petition received on March 29, 1977,
which was filed on the behalf of workers
formerly producing handbags at Sirco
International Corp.. Mount Vernon, N.Y.

The notice of investigation was pub-
lished in the FDER AL ERcisurs on April
12, 1977 (42 PR 19178). No public hear-
ing was requested and none was held.

The Information upon which the de-
termination was made was obtained
principally from officials of Sirco Inter-
national Corp., its customers, the U.S.
Department of Commerce, the U.S. In-
ternational Trade Commision, Industry
analysts and Department files.

In order to make an affirlative deter-
mination and issue a certification of eli-
gibility to apply for adjustment assis-
ance each of the group eligibility re-
quirements of Section 222 of the Trade
Act of 1974 must be met:

(1) That a signflicant number or propor-
tion of the workers in the workers' firm or an
appropriate subdivision thereof, have become
totally or partially reparatcd. or are threat-
ened to become totally or partially reparated:

(2) That sales or production, or both. of
such firm or'subdivislon have decreased ab-
solutely;

(3) That articles like or directly compet-
tive with these produced by the firm or sub-
division are being imported in increazed
quantities, either actual or relative to do-
mestic production: and

(4) That such Increased import- have con-
tributed importantly to the ceparations, or
threat thereof, and to the decrease In rales
or production. The term "contributed im-
portantly" means a cause which Is impor-
tant but not necesarlly more important
than any other caue.

The investigation has revealed that all
four-of the above criteria have been met.

SGm ;FCAT ToTAL On
PARTIAL SEPARATIONS

Average plant employment decreased
3.8 percent from 1974 to 1975, and de-
creased 23.8 percent in the list three

quarters of 1976 compared with the same
period In 1975. All workers were laid off
when the plant closed on October 1, 1976.
S. on PnonucoN, oR Bor, Havu

DECRE ArsoLuxELY

Plant s2les In terms of value decreased
13.6 percent from 1974 to 1975, and de-
creased 58.7 percent In the first three
quarters .of 1976 compared to the same
period in 1975.

2;crEASED IMPORTS

Imports of handbags decreased 0.3
percent fr6m 1972 to 1973, decreased
18.8 percent from 1973 to 1974, increazed
C4 percent from 1974 to 1975, and In-
creascd 55.8 percent from 1975 to 19-76.
The ratio of imports to domestic pro-
duction and consumption Increased from
83.5 percent and 45.9 percent, respec-
tively, in 1975 to 140.5 percent and 59.0
percent, respectively, In 1976.

CoISIRII3DIr AonTAN-ILY
All of the customers of Sirco Interna-

tional Corp., which were surveyed indi-
cated that they purchase imported
handbags. Most of these customers
either decreased purchases from Sirco
while increasing import purchases, or
they Increazed purchases of imports at
a greater rate than their purchases from
Sirco. Also, these customers stated that
a high percentage of those handbags
purchased from domestic sources were
manufactured offshore.

Sirco International Corp, closed its
domestic production facilities in Oatober
1970 and has become strictly an import-
ing operation. Its purchases of Im-
ported handbags increased 52.7 percent
from 1975 to 1976.

CO;CLrsOT
After a careful review of the facts

obtained In the investigation, I conclude
that Increases of imports like or directly
competitive with handbags produced at
the Mount Vernon, N.Y., plant of Sirco
International Corp., contributed Impor-
tantly to the total or partial separations
of workers of the firm. In accordance
with the provisions of the Act, I make
the following certification:

All employees of the Mount Vernon, II.Y,
plant of Sirco International Corp. who be-
came totally or partally separated from em-
ployment on or after May 14.1976. are eligi-
bleto apply for adjiutment assistance under
Title Ir, Chapter 2 of the Trade Act of 19T4.

Signed at Washington, D.C, this 31st
day of October 1977.

J~ms P. Ts~tor,
D.rcetor, Oice of Aanagewnent,

Administration, and Planning.
[FR 1lCc 77-32335 Filed 11-7-7738:45 aml

[4510-28 ]
ITA-W-21co l

STRASBURG TEXTILE MILLS, INC.
Negative Determination Regarding Eligibil-

ity To Apply for Worker Adjustment
Assistance
In accordance with Section 223 of the

Trade Act of 1974 the Department of
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Labor herein presents the results of TA-
W-2106: Investigation regarding certi-
fication of eligibility to apply for worker
adjustment assistance as prescribed in
Section 222 of the Act.

The investigation was initiated on May
26, 1977, in response to a worker petition
received on May 26, 1977, which was filed
on behalf of workers and former workers
producing unbleached and undyed ace-
tate material at Strasburg Textile Mills,
Inc., Strasburg, Va.

The notice of investigation was pub-
lished in the FEDERAL REGISTER on June
17, 1977 (42 FR 30938). No Public hearing
was requested and none was held.

The information upon which the de-
termination was made was obtained
principally from officials of Strasburg
Textile Mills, Inc., its customers, the U.S.
Department of Commerce, the U.S. In-
ternational Trade Commission, the
American Textile Manufacturers Insti-'
tute, industry analysts and Department
files.

In order to make an affirmative de-
termination and issue a certification of
eligibility to apply for adjustment as-
sistance each of the group eligibility re-
quirements of Section 222 of the Trade
Act of 1974 must be met:

(1) That a significant number or propor-
tibn of the workers in such workers' firm, or
an appropriate subdivision thereof, have be-
come totally or partially separated, or are
threatened to become totally or partially
separated;

(2) That sales or production, or both, of
such firm or subdivision have decreased ab-
solutely;
, (3) That articles like or directly compett-

tive 'with those produced by the firm or sub-
division are being imported in increased'
quantities, either actual or relative to domes-
tic production; and

(4) That such increased imports have con-
tributed Importantly to the separations or
threat thereof, and to the decrease in sales or
production. The term "contributed Impor-
tantly" means a cause which is important
but not necessarily more Important than any
othercause.

Without regard to whether any of the
other criteria have been met, criterion
(4) has riot been met.

Strasburg Textile Mills was a com-
mission weaver. The company wove
yarns into acetate material (greige
goods) that would be sold to converters
through a selling agent. The converter,
in turn, would sell finished fabric to man-
ufacturers. Strasburg closed its plant in
December 1976.

The Department's investigation of sev-
eral commission weavers, printers and
dyers examined the allegations that in-
creased Imports of apparel adversely
affected production and employment in
these industries. Converters, who sell
finished fabric to apparel manufactur-
ers, agree that imports of apparel have
been a factor in reduced business with
the commission weavers, printers and
dyers.

Imported wearing apparel aannot be
considered to be like or directly compet-
itive with fabric. Imports of fabric must
be considered in determining Import in-
jury to workers producing fabric.

Aggregate Imports of all unfinished
fabric Increased both absolutely and
relative to domestic production from 1975
to 1976 and then declined absolutely and
relatively In the first quarter of 1977
compared to the first quarter of 1976.

Imports of gray woven acetate fabric,
of the type prcduced by Strasburg Tex-
tile Mills, remained less than one-half
of one percent from 1972 to the present.

Fabric produced at Strasburg Textile
was sold to converters through Stras-
berg's selling agent. The selling agent
does not import greige goods. The agent
indicated that their business had been
reduced in general. Business *reductions
can be attributed to imports of finished
apparel.

Strasburg's selling agent indicated that
one of their concerters (customers) sub-
stantially reduced purchases of acetate
taffeta when the converter's own cus-
tomers (apparel manufacturers) began
importing finished garments.

Converters, who are customers of the
selling agent, indicated that they only
purchased minor amounts of imported
greige goods and that imports have not
exerted a large Influence on the market
for greige goods.

CONCLUSION
After careful review of the facts ob-

tained in the investigation, it is con-
cluded that imports of articles like or
directly competitive with acetate fabric
produced at Strasburg Textile Mills,
Inc., Strasburg, Va., did not ,contribute
importantly to the decline in sales or
prodtictionor total or partial separations
of the workers at that firm, as required
for certification under Section 222 of the
Trade Act of 1974. The petition is there-
fore, denied.

Signed at Washington, D.C., this 28th
day of October 1977.

IHARRI GRUBERT,
Director, Office of

Foreign Economic Research.
[FR Doc.77-32336 Filed 11-7-77;8:45 am]

[ 4510-28]
[TA-W-2i01]

UTICA CUTLERY CO.
Determinations Regarding Eligibility To

Apply for Worker Adjustment Assistance
In accordance with section 223 of the

Trade Act of 1974 the Department of
Labor herein presents the results of TA-
W-2101: Investigation regarding certi-
fication of eligibility to apply for worker
adjustment assistance as prescribed in
section 222 of the Act.

The investigation was initiated on May
25, 1977, in response to a worker petition
received on that date which was filed by
the United Steelworkers of America on
behalf of workers and former workers
producing stainless steel flatware, butch-
er and pocket knives at the Utica and
New York Mills plants of the Utica Cut-
lery Co., Utica, N.Y.

The notice of investigation was pub-
lished in the FEERAL REGISTER on June.

10, 1977 (42 FR 30013). No public hear-
ing was requested and none was held.

The information upon which the de-
termination was made was obtained
principally from officials of Utica Cut-
lery Co., its customers, the U.S. Depart-
ment of Commerce, the U.S, Interna-
tional Trade Commission, industry
analysts, and Department files,

In order to make an affirmative deter-
mination and Issue a certification of eli-
gibility to apply for adjustment assist-
ance each of the group eligibility ro-
quirements of section 222 of the TrAdo
Act of 1974 must be met:

(1) That a significant number or propor-
tion of the workers in the workers' firm or an
appropriate subdivision thereof, have become
totally or partially separated, or are threat-
ened to become totally or partially teparated:

(2) That sales or production, or both, of
such firm or subdivision have decreased ab-
solutely;

(3) That articles like or directly competi-
tive with those produced by the firm or sub-
division are being imported in increased
quantities, either actual or relative to do-
mestic production; and

(4) That such increased imports have
contributed Importantly to the separations,
or threat thereof, and to the decrease in saleg
or production. The term "contributed im-
portantly" means a cause which is important
but not necessarily more important than any
other cause.

The investigation has revealed that
with respect to the workers producing
stainless steel flatware, all four of the
above criteria have been met. Further-
more, without regard to whether any of
the other criteria have been met, cri-
terion (2) has not been met with regard
to the production of butcher sets and
pocket knives.

SIGNIFICANT TOTAL OR PARTIAL
SEPARATIONS

The average number of production
workers increased 11.4 percent in 1976
compared to 1975 and increased 12.9
percent in the first quarter of 1977 com-
pared to the same quarter of 1970. Av-
erage number of hours increased 5.5 per-
cent in 1976 compared to 1975 and de-
creased 1 percent in the first quarter of
1977 compared to the same quarter of
1976.

The average number of production
workers began to decrease in February
1977 and continued to decrease until
June 1977, the latest period for which
employment data were obtained, ,
SALES OR PRODUCTION, OR BoT, ]iAVI:

DSECREASED AuSOLUTEL
Sales of domestically produced stain-

less steel flatware, in terms of value, de-
creased 4.3 Percent in 1976 compared to
1975 and decreased 7.5 percent in the fir
quarter of 1977 compared to the first,
quarter of 1976.

The Department's investigation fur-
ther revealed that sales and production
of butcher knives at the Utica and New
York Mills plants increased 1 percent and

,49.1 percent respectively In 1976 com-
pared to 1975 and increased 19 percent
and 9.1 percent respectively in the first
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quarter of 1977 compared to the first
quarter of 1976. Sales and production of
pocket knives, increased 55.4 percent and
39A percent in 1976 compared to 1975
and increased 23.8 percent and 28.6 per-
cent respectively in the first quarter of
1977 compared to the first quarter of
1976.

INCREASED IMPORTS

Imports of stainless steel flatware in-
creased from 282,240 thousand pieces In
1972 to 352,092 thousand pieces in 1973
and Increased to 392,385 thousand pieces
in 1974. Imports increased to 415,218
thousand pieces in 1975 and again n-
creased to 560,570 thousand pieces' in
1976. The ratios of imports to domestic
production increased from 173.1 percent
in 1975 to 233.7 percentin 1976.

CONTEBUvD IMPORTANTLY

On May 28, 1975, the Department is-
sued a certification (TA-W-5) under
which all workers engaged in employ-
ment related to the productions of
stainless steel flatware at the New York
Mills, N. Y, and Utica, N.Y. plants of
Utica Cutlery who became separated on
or after Octaber 14, 1974, were eligible
to apply for adjustment assistance. That
certification expired on May 28, 1977.

Utica Cutlery Co.'s customers surveyed
continued to reduce purchases from
Utica Cutlery and increased their pur-
chases of imported stainless steel flat-
ware. Customers cited price advantages
and better quality as the reasons for pur-
chasing imports.

CONCLUSION

After careful review of the facts ob-
tained in the investigation, I conclude
that increases of imports like or directly
competitive with stainless steel flatware
produced at the Utica and New York
mills, X.Y.; plants of Utica Cutlery Co.,
Utica, N.Y contributed importantly to
the total or partial Separations of the
workers at that firm. In accordance with
-the provisions of the Act, I make the fol-
lowing certification:

All workers at the Utica and New York
Mills, N.Y., plants-of Utica Cutlery Co., Utica,

N.Y., engaged in the production of stainless
steel flatware who became totally or partially
separated from employment on or after May
28, 1977, are eligible to apply for adjustment
asslstance under Title I, Chapter 2 of the
Trade Act of 1974-

I further conclude that sales or pro-
duction of butcher sets and pocket knives
at the Utica and New York Mills, N.Y.
plants of Utica Cutlery Co. have not de-
clined as required under section 222 of
the Trade Act of 1974.

Signed at Washington, D.C., this 31st
day of October 1977.

JA s F. TAYLOR,
Director, Ofee of Management,

Administratton, nd PLanning.
[PR Doc.77--32337 Filed 11-7-77;8:45 am]

[4510-28]

NOTICES

[TA-W-20801
U & I, INC.

Certification Regarding Eligibility To Apply
for Worker Adjustment Assistance

n accordance "with section 223 of the
Trade Act of 1974 the Department of
Labor herein presents the results of TA-
W-2080: Investigation regarding certi-
fication of eligibility to apply for worker
adjustment assistance as prescribed in
-section 222 o the Act.

The investigation was initiated on
May 18, 1977, in response to a worker
petition received on May 17, 1977, which
was filed on behalf of workers and for-
mer workers producing beet sugar at the
Garland, Utah plant of U & I, Inc., Salt
L.ake City, Utah.

The notice of investigation was pub-
lished in the FPMErA RcxsERa on May
31, 1977 (42 FR 27691). No public hear-
ing was requested and none was held.

The information upon which the de-
termination was made was obtained
principally from offlclals of U & I, Inc.,
the Utah Sugar Beet Growers Assocla-
tion, the Department of Agriculture, the
Department of Commerce, the Interna-
tional Trade Commission, Industry anal-
ysts, and Department files.

In order to make An aiffrmative de-
termination and issue a certification of
eligibility to apply for adjustment
assistance each of the group eligibility
requirements of section 222 of the Trade
Act of 1974 must be met:

(1) That a significant number or propor-
tion of the workers In such worhera' firm.
or an appropriato subdivision thereof, have
become totally or partially separatcd, or are
tbreatencd to become totally or partialy rep-
arted;

(2) That sales or production, or both, of
such firm or subdivision have decreasd ab-
solutely:.

(3) That articles like or directly competi-
tive with thoee produced by the firm or sub-
division are being Imported In crewed quan-
titles, either actual or relativo to domest"c
production; and

(4) That such Increased imports have con-
trlbuted Importantly to the separationsi or
threat thereof, and to the decrease in s 1es
or production. The term "contributed Im-
portantly" means a cau-e which is Important
but not necessarily more important than any
other cause.

The investigation has revealed that all
of the above criteria have been met.

SIGiniIcANT TOTAL OR PARTAL SEPAnA-
TIONS

Average employment of production
workers at the Garland factory declined
0.4 percent in fiscal 1976 (October 1,
1975-September 30. 1976) from fical
1975 and decreased 19 percent In the first
8 months of fiscal 1977 compared to the
same period of fiscal 1976.

Average employment of salaried work-
ers at the Garland factory decreased 5
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percent In fiscal 1976 from fiscal 1975
and decreased 5 percent in the first 8
months of fiscal 1977 compared to the
same period of fiscal 1976.

Production workers at the plant are
divided into two categories: regular
workers and campaign workers. The
campaign workers are hired at the be-
ginning of the production campaign
(October) and work until the end of the
campaign (February). Regular workers
work at the factory year-round. Between
production campaigns they perform
packaging, shipping, and maintenance
operations at the factory.
S.LES On PRODUCsiON, OR BOTH, H&VE Dz-

CREA ED ABSOLUTELY

All production and sales data are for
the fiscal year October 1-September 30.

Total production, in quantity, at the
Garland factory increased 18 percent in
fiscal 1976 from fiscal 1975 and decreased
8 percent in fiscal 1977 from fiscal 1976.

Production at the factory is seasonal
with all production occuring during the
October through February period.

Total beet sugar sales, in quantity,
from the Garland factory increased 137
percent in fiscal 1976 from fiscal 1975.
Sales decreased 59 percent In the fourth
quarter of fiscal 1976 compared to the
fourth quarter of fiscal 1975 and de-
creased 73 percent in the first 8 months
of fiscal 1977 compared to the same peri-
od of fiscal 1976.

INCREASED IMPoRs
From 1935 until December 31,1674, im-

ports of sugar into the United States
were subject to quota by statute under
the Sugar Act. In addition to the regula-
tion of quantities of raw sugar imports
the Sugar Act controlled the price of
sugar Imports and regulated the produc-
tion of raw sugar. The Sugar Act expired
on December 31, 1974, and since that
date, sugar Imports have not been regu-
lated by statutory price restrictions or
quota levels.

Trend analysis of Imports is one of the
statistical tools used to measure the in-
fluence of imports on the absolute de-
cline in sales or production and the total
or partial separation of workers. How-
ever, trend analysis cannot accurately
measure the pature of competitive forces
in an Industry shifting from restrictions
or regulations to a free market. It has
therefore been determined that the
measuring period which best exhibits the
competitive forces In the unregulated
raw sugar market commences with the
expiration of the Sugar Act of December
31, 1974.

Since the expiration of the Sugar Act,
imported sugar has entered the United
States in the absence of price restric-
tions and quota levels. As a result, do-
mestic prices of Sugar have been merged
with world sugar prices subjecting do-
mestic prices to the competitive forces
of increased supplies of sugar available
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for a previously regulated market. The
Inevitable consequence was severely de-
pressed prices in the U.S. sugar market.
Under the competitive market situation
beginning January 1, 1975, and the con-
tinuing to the present, imports of sugar
have entered the United States at an n-
creasing rate. Imports of sugar increased
from 3.9 million short tons in 1975 to 4.7
million short tons in 1976; a 21 percent
increase. The ratio of imports to domes-
tic production increased from 59 per-
cent in 1975, to 66 percent in 1976. In the
first quarter of 1977, imports were 20 per-
cent greater than imports during the
samp period in 1976.

CONTRIBUTED IUPORTANTTLY

Profitable operation of the domestic
sugar beet industry is dependent upon
numerous factors including production
costs, yield of the sugar beet harvest, and
prices of crops substitutible for sugar
beets. However, the single most impor-
tant determinant of profitable operation
is the price of sugar. '

U & I and the sugar beet growers who
supply the company with sugar beets
share in the revenue from the sale of the
refined sugar based on contractual agree-
ments made prior to the planting season.
U & I can process only as many beets as
the growers are willing to grow. Growers
contracted for 20 percent less acreage in
the 1976 growing season (1977 produc-
tion campaign) than in the 1975 season.
Acreage for the 1977 season is 25 percent
below the 1976 level. Representatives of
the growers association that produces for
U & I's Garland plant indicated that
growers reduced acreage of sugar beets
because of the low profitability of grow-
ing them. This low profit is due to the de-
pressed prices of sugar resulting from
increased sugar imports.

CozclUslox

After careful review of the facts ob-
tained in the investigation, I conclude
that increases of imports like or directly
competitive With sugar produced at the
Garland, Utah, plant of U & I. Inc., con-
tributed importantly to the total or par-
tial separation of the workers of that
plant. In accordance with the provisions
of the Act, I make the following certifi-
cation:

All workers at the Garland, Utah, plant of
U & I, Inc., who bdcame totally or partially
separated from employment on or after Mlay
6. 1976, are eligible to apply for adjustment
assistance under Title II, Chapter 2 of the
Trade Act of 1974.

Signed at Washington, D.C., this 31st
day of October 1977.

JAxms F. TAYLOR,
Director, Offce o1 Management,

Administration, and Planning.
[FR Doc.77-32339 Filed 11-7-77;8:45 am]

NOTICES

[4510-28 ]
[TA-W-2079]

U AND I, INC.
Negative Determination Regarding Eligibil-

ity To Apply for Worker Adjustment
Assistance

In accordance with Section 223 of the
Trade Act of 1974 the Department of
Labor herein presents the results of TA-

-W-2079: Investigation regarding certifi-
cation of eligibility to apply for worker
adjustment assistance as prescribed in
Section 222 of the Act.

The investigation was initiated on
May 18, 1977 in response to a worker pe-
tition received on May 17, 1977 which
Was filed on behalf of workers and for-
mer workers at the Salt Lake City, Utah
general offices of U and I, Inc. and the
Wdst Jordan, Utah distribution terminal
of U and I, Inc.

The notice of investigation was pub-
lished in the FEDERAL REGISTER on May
31, 1977 (42 FR 27691). No public hear-
ing was requested and none was held.

The information upon which the de-
termination was made was obtained
principally from officials of U and I, Inc.,
the Utah Sugar Beet Growers Associa-
tion, the Department of Agriculture, the
Department of Commerce, the Inter-
national Trade 'Commission, industry
analysts, and Department files.

In order to make an affirmative deter-
mination and issue a certification- of
eligibility to apply for adjustment assist-
ance, each of the group eligibility re-
quirements of Section. 222 of the Trade
Act of 1974 must be met:

(1) That a significant number or propor-
tion of the workers in such workers' firm, or
an appropriate subdivision thereof, have be-
come totally or partially separated, or are
threatened to become totally or partially
separated;

(2) That sales, or production, or both, of
such firm or subdivision have decreased
absolutely;

(3) That articles like or directly competi-
tive with those produced by the firm or sub-
division are being imported in Increased
quantities, either actual or relative to domes-
tic production; and

(4) That such increased imports have con-
tributed importantly to the separations, or
threat thereof, and to the decrease in sales
or production. The term "contributed impor-
tantly" means a cause which Is important
but not necessarily more important than any
other cause.

Withodft regard to whether or not any
of the other criteria have been met, with
-respect to the West Jordan, Utah Distri-
bution Terminal, of U and I, Inc., cri-
terion (2) has not been met, and with
respect to the Salt Lake City, Utah gen-
eral offices of U and I, Incorporated, cr1-
terion (4) has not been met.

The investigation has revealed that
workers at the West Jordan distribution

terminal are engaged in employment re-
lated to the packaging and distribution
of sugar. It has also revealed that total
sales, In quantity, from the West Jordan
terminal increased 19 percent in fiscal
1976 from fiscal 1975 and increased 30
percent in the first 8 months of fiscal
1977 compared to the same period of
fiscal 1976.

The investigation has further revealed
that U and I Inc. encompasses a diversi-
fied line of food processing and agricul-
tural operations. Workers at the Salt
Lake City, Utah general offices of U and
I, Inc. are engaged In employment re-
lated to all operations of the corporation
and not specifically to the production
and sale of sugar. U and I did not have a
division or pkofit center specifically re-
lated to its sugar operations or to the
Garland plant.

CoNCLusION

After careful review of the facts ob-
tained in the investigation, I concludo
that sales or production at the West
Jordan, Utah Distribution Terminal did
not decline as required for certification
under Section 222 of the Trade Act of
1974.

I further conclude that increases of
imports of articles like or directly com-
petitive with sugar produced by U and I,
Incorporated did not contribute impor-
tantly to the separation of workers at
the Salt Lake City, Utah general offices
of U and 1, Inc.

Signed at Washington, D.C. this 31st
day of October 1977.

JAMES F. TAYLOR,
Director, Office of Management,

Administration, and Planning.
[FR Doc.77-32338 Filed 11-7-77:8:46 am]

[4510-28 ]
[TA-W-2162]

WALTHAM DRESS CO.

Negative Determination Regarding Eligibill
ity To Apply for Worker Adjustmont
Assistance
In accordance with Sfection 223 of the

Trade Act of 1974 the Department of
Labor herein presents the results of TA-
W-2162: investigation regarding certifi-
cation of eligibility to apply for worker
adjustment assistance as prescribed in
Section 222 of the Act.

The investigation was initiated on
June 20, 1977 in response to a worker
petition received on June 17, 1977 which
was filed by workers and former workers
producing women's and misses' dresses
at the Waltham, Mass. plant of Waltham
Dress Co.
I The notice of investigation was pub-
lished in the FEDERAL REGISTER on Juno
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28, 1977 (42 FR 32853). No public hear-
lug was requested and none was held.

The information upon which the de-
termination was made was obtained
principally from officials of the Waltham
Dress Co., its customers, the U.S. De-
partment of Commerce, the U.S. Inter-
national Trade Commission, -industry
analysts, and Department files.

In order to make an affirmative deter-
mination and issue a certification of
eligibility to apply for adjustment assist-
ance, each of the group eligibility re-
quirements of Section 222 of the Trade
Act of 1974 must be met:

(1) That a significant number or propor-
tion of the ivorkers in such workers' firm, or
an appropriate subdivision thereof, have be-
come totally or partially separated, or are
threatened to become totally or partially
separated;

(2) That sales or production, or both, of
such firm or subdivision have decreased ab-
solutely;

(3) That articles like or directly competi-
tive with those produced by the firm or sub-
division are being imported in increased
quantities, either actual or relative to do-
nestlc production; and

(4) That such increased Imports have con-
tributed importantly to the separations, or
threat thereof, and to the decrease In sales
or production. The term "contributed Im-
portantly" means a cause which is Important
but not necessarily more important than any
other cause.

Without regard to whether any of the
other criteria have been met, criterion
(4) has not been met.

The Department conducted a survey
of most of the manufacturers for which
Waltham produced in 1976 and 1977.
These dress manufacturers do not pur-
chase imported dresses. The majority of
the dress manufacturers decreased con-
tract work to Waltham Dress in 1975-
1976 and increased contract work to
other U.S. dress contractors.

CONOLUSI01o

After careful review of the facts ob-
tained in the investigaton, I conclude
that increases of imports of articles like
or directly competitive with women's and
misses' dresses produced by the Waltham
Dress Co. did not contribute Importantly
to the decline In sales or production or
separation of -workers of that firm as re-
quired for certification under Section 222
of the Trade Act of 1974.

Signed at Washington, D.C., this 31st
day of October 1977.

JAnus F. TAYLOR,
Director, Office o1 Management,

Administration, and Planning.
[FBDoc.7'T-32340 Filed 11-7-77;8:45 am]

fication of eligibility to apply for worker
adjustment assistance as prescrlbcd in
Section 222 of the Act.

The Investigation was initiated on
December 15, 1976 in response to a
worker petition received on that date
'which was filed by the United Steelwork-
ers of America on behalf of workers and
former workers at the Benwood, W. Va.
plant of Wheeling-Pittsburglh Steel
Corp.

The notice of investigation was pub-
lished in the FEDERAL REGsisrn on Janu-
ary 7, 1977 (42 FA 1544). No public
hearing was requested and none was
held.

The information upon which the de-
termination was made was obtained
principally from officials of Wheeling-
Pittsburgh Steel Corp., Its customers,
the U.S. Department of Commnerce, the
US. International Trade Commision,
industry analysts; and Department files.

In order to make an afflirmative de-
termination and issue a certification of
eligibility to apply for adjustment as-
sistance, each of the group eligibility re-
quirements of Section 222 of the Trade
Act of 1974 must be met:

(1) That a significant number or propor-
tion of the workers In the workerW' firm or
an appropriate subdivision thereof, have be-
come totally or partially separated, or are
threatened to become totally or partially
separated;

(2) That sales or production, or both, of
such firm or subdivision have decreaced ab-
solutely;

(3) That articles like or directly competi-
tive with those produced by the firm or sub-
division are being imported In increazed
uq ntt.e either actual or relative to do-

mestic production; and
(4) That such increased importa have

contributed importantly to the reparatlonz,
or threat thereof, and to the decrease In
sales or production. The term "contributed
importantly" means a cause which Is im-
portant but not neces-arily more Important
than any other cause.

The investigation has revealed that all
of the above criteria have been met.

Srcrmn'cirr TOTAL on PAnTrAL
SEPMATIOS

Average production employment at the
plant decreased 3 percent in 1974 from
1973, 15 percent In 1975 from 1974 and
18 percent in 1976 from 1975.

Average salaried employment at the
plant increased 8 percent in 1974 from
1973, remained virtually the same In
1975 as 1974 and declined 19 percent in
1976 from'1975.
SALES OR PRODUcM0., on Bonu, HAVE

DnacnrAsED AnSoLuTELY

Sales. in quantity, of welded tubular
products from the Benwood, W. Va.

E 4510-28] . plant of Wheeling-Pittsburgh Steel Corp.
[TA-W-1472] increased 7 percent In 1974 from 1973

WHEELING-PITTSBURGH STEEL CORP. and decreased 32 percent In 1975 from

Certification Regarding Eligibility To Apply 1974 and 18 percent In 1976 from 1975.

for Worker Adjustment Assistance Production, in quantity, of welded ti-

In accordance with Section 223 Of the bular products at the plant Increased 9

Trade Act of 1974 the Department of' percent in 1974 from 1973 and decreased
Labor herein presents the results of TA- 26 percent In 1975 from 1974 and 23 per-
W-1472: Investigation regarding certi- cent In 1976 from 1975.

LcnsAs IWPOliTS
Imports of welded carbon steel pipe

and tubing decreased in absolute terms,
from 1974 to 1975. Imports Increased 18
percent from 1975 to 1976 and increased
17 percent In the first quarter of 1977
compared to the first quarter of 1976.
The ratios of imports to domestic pro-
duction and consumption Increased from
21.8 percent and 18.4 percent, respec-
tively, in 1975 to 33.9 percent and 25.8
percent, reslpectivel.v, in 1976.

CONtTnnM= IMPORTANTLY

Increased imports or a wide range of
steel products have had the effect of
both reducing domestic steel production
and depressing domestic steel prices. For
the week ending September 17,-1977 the
domestic steel industry was operating at
only 75 percent capacity.

A survey of customers of Wheeling-
Pittsburgh Steel responding to an OTAA
survey indicated some decreases in pur-
chases of welded tubular products from
Wheeling-Pittsburgh and Increases in
purchases of Imports.

CoZcvusCxoN
After careful review of the facts ob-

tained In the investigation, I conclude
that increases of Imports like or directly
competitive with welded tubular prod-
ucts produced at the Benwood, W. Va.
plant of Wheeling-Pittsburgh Steel
Corp., contributed Importantly to the
total or partial separation of workers at
that plantL In accordance with the pro-
visions of the Act, I make the following
certification:

Ali wor:crs at the Enwcad, W. Va. plant
of Wheeling-Pittsburgh Steel Corp. who be-
came totally or partially separated from em-
ployment on or after November 15, 1975 are
eligible to apply for adjustment a-stance
under Title II, Chapter 2 of the Trade Act
of 1574.

Signed at Washington, D.C. this 31st
day of October 1977.

H& y GnumEmr,
Dlrector, Office of

Foreign Economic Research.
[nl? Doc.77-32341 Filed 11-7-77;8:45 m I

E1505-01]
Pension and Welfare Benefit ProgTams

DEPARTMENT OF THE TREASURY
Internal Revenue Service

CERTAIN TRANSACTIONS INVOLVING IN-
SURANCE COMPANY POOLED SEP-
ARATE ACCOUNTS REQUESTED BY
AMERICAN COUNCIL OF LIFE INSUR-
ANCE AND OTHERS (APPLICATION NO.
D-039)
Pendency of Proposed Class Exemptfsn

Correction
In FR Doec. 77-29733 appearing at

page 54886 in the Issue for Tuesday,
October 11, 1977:

L In the ninth line of the first full
paragraph, middle column, page 54887,
"planW should read "plans!.
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2. In the eighth line of the second full
paragraph, third column, page 54887,

,"or (disqualified person)" should read
"(or disqualified person)".

3. In the ninth line, first column, page
54888, "multile" should read "multiple".

4. In the last line of paragraph (1),
top of the first column, page 54889, "(ii)"
should be deleted and placed in front of
the following paragraph.
. 5. In the last line of paragraph (e),

middle column,, page 54890, "plarit"
should read "plan".

[1410-03 ]
LIBRARY OF CONGRESS

Copyright Office
[S 77-6-B]

PERFORMANCE RIGHTS IN SOUND
RECORDINGS

Inquiry
AGENCY: Library of Congres, Copy-
right Office.
ACTION: Notice of inquiry.
SUTMMARY: The Copyright Office of the
Library of Congress has received an in-
dependent economic impact analysis of
the potential effects of proposals to
amend the Copyright Law to provide
royalties to performers and record pro-
ducers for the public performance of
their copyrighted sound recordings. The
purpose of this notice is to obtain Public
comment and views upon the study's
findings, to assist the Copyright Office in
evaluating the study as part of its forth-
coming report to Congress under section
114(d) of Pub. L. 94-553 (90 Stat. 2541),
the Act for General Revision of the Copy-
right Law.
DATES: Initial comments should be re-
ceived on or before December 1, 1977;
reply comments should be received by
December 12, 1977.
ADDRESS: Interested persons should
submit five copies of their written com-
ments to: Harriet L. Oler, Senior Attor-
ney, Copyright Office, Library of Con-
gress, Caller No. 2999, Arlington, Va.
22202. -
FOR FURTHER INFORMATION CON-
TACT:

Harriet Oler, Senior Attorney, General
Counsel's Office, Copright Office,
Library of Congres; Washington,
D.C. 20559.

SUPPLEMENTARY '[NFORMATION:
Section 114 of the newly enacted copy-
right law, Pub. L. 94-553, specifies that
the exclusive rights of the owner of copy-
right in a sound recording are limited to
the rights to reproduce the sound
recording in copies or phonorecords, .to
prepare derivative works based on the
soubd recording, and to distribute copies
or phonorecords of the sound recording
to the public. Paragraph (a) of section
114 states explicitly that the owner's
rights "do not Include any right of per-
formance under section 106(4)."

Congress had cb'nsidered the argu-
ments in favor of establishing a limited
performance right, in the form of com-
pulsory license, for copyrighted sound
recordings, but concluded that the issue
required further study. Paragraph (d)
of section 114 directs the Register of
Copyrights, after consulting with rep-
resentatives of the broadcasting, record-
ing, motion picture and entertainment
industries, arts organizations, copyright
owners, organized labor, and performers
to report to Congress by January 3, 1978,
whether Section 114 should be amended
to provide for performers and copyright
owners any performance rights in sound
recordings. The report Is to describe the
status of performance rights for sound
recordings in foreign countries, the views
of major interested parties, and specific
legislative or other recommendations if
any.

Congressional and, more recently,
Copyright Office hearings on this ques-
tion demonstrate that many of the argu-
ments concerning the equities of enact-
ing performance rights legislation re-
volve around the projected economic ef-
fect of royalty payments on interested
parties: broadcasters, record companies,
performers, authors and composers, and
consumers. -The predictions as to eco-
nomic consequences in earlier studies by
broadcasters and recording interests
were widely divergent. In an effort to ob-
tain as objective, thorough, and accurate
an analysis of this problem as possible,
the Copyright Office contracted with the
firm of Ruttenberg, Friedman, Kilgal-
Ion, Gutchess & Associates to prepare an
independent -research study of the eco-
nomic effect -of enacting performance
rights legislation similar to the proposed
Danielson bill, H.R. 6063, 95th Cong., 1st
Sess. (1977).

Copies of the study and all comments
received will be available for public in-
spection and copying between the hours
of 8 a.m. and 4 pm., Monday through
Friday in the Public Information Office,
Room No. 101 Crystal MVtall Building No.
2, 1921 Jefferson Davis Highway, Arling-
ton, Va., telephone No.: 703-557-8700.
(Title 17 of the United States Code as
amended by Pub. L. 91--553: Sec. 114).

Dated: November 2, 1977.
BARBARA RINGER,

Register-of Copyrights.
Approved:

WMLIAX J. WELSH,
Acting Librarian of Congress.

[FR Doc.77-32293 Filed 11-7-77;8:45 am]

[ 6820-36]

NATIONAL TRANSPORTATION
POLICY STUDY COMMISSION

TRANSPORTATION POLICY HEARINGS
Change in Site

Pursuant to the Notice of Public Hear-
Ings being conducTd by the National
Transportation Policy Study Commis-

sion, published in the FEDERAL REGISTER,
on October 31, 1977, Page 56989, the site
of the hearing schedled to be held in
Jersey City, N.J., on November 16, has
been changed as follows:

From: Path Plaza, Journal Square
Transportation .Center, Jersey City, N.J.

To: North Terminal, Newark Inter-
national Airport, Newark, N.J.

Dated: November 4, 1977.
EDWARD R. HAMERGER,

General Coun sl.
[FR Doc.77-32490 Filed 11-7-77;8:46 am]

[ 7590-01]

NUCLEAR REGULATORY
COMMISSION

[Docket No. 50-318]

BALTIMORE GAS AND ELECTRIC CO.
Issuance of Amendment to Facility Op.
erating License and Negative Declaration

The U.S. Nuclear Regulatory Commis-
sion (the Commission) has Issued
Amendment No. 9 to Facility Operating
License No. DPR-69, issued to Baltimore
Gas and Electric Co. (the licensee),
which revised the license and Its ap-
pended Technical Specifications for op-
eration of the Calvert Cliffs Nuclear
Power Plant Unit No. 2 (the facility)
located in Calvert County, Md. The
amended is effective as of the date of Its
issuance.

The amendment authorized the licen-
see to operate the facility at a power
level of 2700 MWt which is an increase
from the previously authorized level of
2560 MWt.

The application for the amendment
complies with the standards and re-
quirements of the Atomic Energy Act of
1954, as amended (the Act), and the
Commission's rules and regulations. The
Commission has nade appropriate find-
ings as required by the Act and the Com-
mission's rules and regulation's in 10 CFR
Chapter I, which are set forth in the li-
cense amendment. Notice of Propoed Is-
suance of the Amendment to Facility
Operating License in connection with
this action was published In the FEDERAL
REGISTER on August 22, 1977 (42 FR
42264). No request for a hearing or peti-
tion for leave to intervene was filed fol-
lowing notice of the proposed action,

The Commission has prepared an en-
vironmental impact appraisal for the au-
thorized power increase and has con-
cluded that an environmental impact
statement for this particular action Is
not warranted because there will be no
environmental Impact attributable to the
action significantly greater than that
which has already been predicted and
described In the Commission's Final En-
vironmental Statement for the facility
dated April 1973, and the action will not
significantly affect the quality of the
human environment.

For further details with respect to this
action, see (1) the application for
amendment dated July 13, 1977, and
supplements dated September 30, 1977
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and October 5.1977, (2) Amendment No.
9 to License No. DPR-69, and (3) the
Commission's combined Safety Evalua-
tion and Environmental Impact Ap-
praisal. All of these items are available
for public inspection at the Commission's
Public Document Room, 1717 H Street
NW., Washington, D.C. and at the
Calvert County Library, Prince
Frederick, Md. 20678. A single copy of
items (2) and (3) may be obtained upon
request addressed to the U.S. Nuclear
Regulatory Commission, Washington,
D.C. 20555, Attention: Director, Division
of Operating Reactors.

Dated at Bethesda, Md., this 19th day
of October 1977.

For the Nuclear Regulatory Commis-
slon.

DoN M D&vis,
Acting Chief, Operating Re-

actors Branch No. 2, Division
of Operating Reactors.

[PP Doc.77-32240 Piled 11-7-77;8:45 am]

[ 7590-01 ]
[Docket No. 50--325]

CAROLINA POWER & LIGHT CO.

Proposed Issuance of Amendmejnt to
Facility Operating License

The U.S. Nuclear Regulatory Commis-
gLon. (the Commission) is considering is-
suance of an amendment to Facility Op-
erating License No. DPR-71 issued to
Carolina Power & Light Co. (the li-
censee) for operation of the Brunswick
Steam Electric Plant, Unit No. 1 (the
facility) located in Brunswick County,
N.C.

The amendment would change the set-
point for' (1) isolation of the reactor
water cleanup system, (2) initiation of
the standby gas treatment system, and
(3) -isolation of secondary containment
from plus 12.5 inches decreasing reactor
water level to minus 38 inches decreasing
water level. The amendment would also
eliminate the automatic closure of cer-
tain valves in the residual heat removal
system in the event of high drywell pres-
sure.

Prior -to issuance of the proposed li-
cense amendment, the Commission will
have made the findings required by the
Atomic Energy Act of 1954, as amended
(the Act). and the Commission's rules
and regulations.

By December 8, 1977, the licensee may
file a request for a hearing and any per-
son Whose interest may be affected by
this proceeding may file a request for a
hearing in the form of a petition for
leave to intervene with respect to the
Issuance of this amendment to the-sub-
ject facility operating license. Petitions
for leave to intervene must be filed under
oath or affirmation in accordance with
the provisions of § 2.714 of 10 CFR Part
2 of the Commission's regulations. A
petition for leave to intervene must set
forth the interest of the petitioner in the
proceeding, how that interest may be
affected by the results of the proceeding,

and the petitioner's contentions with re-
mect to the proposed licensing action.
Such petitions must be filed in accord-
ance with the provisions of this FED= Ar,
REGrsTER Notice and Section 2.714, and
must be filed with the Secretary of the
Commission, U.S. .Nuclear Regulatory
Commission, Washington, D.C. 20555,
Attention: Docketing and Service Sec-
tion, by the above date. A copy of the
petition and/or request for a hearing
should be sent to the Executive LeZal
Director, U.S. Nuclear Regulatory Com-
mission, Washington, D.C. 20555 and to
Richard E. Jones, Esquire, Carolina
Power and Light Co., 336 Fayettevlle
Street, Raleigh, N.C. 27602, attorney for
the licensee.

A petition for leave to intervene must
be accompanied by a supporting affidavit
which identifies the specific aspect or
aspects of the proceeding as to which
intervention is desired and specifies with
particularity the facts on which the peti-
tioner relies as to both his interest and
his contentions with regard to each
aspect on which intervention is re-
quested. Petitions stating contentions re-
lating only to matters outside the Com-
mission's Jurisdiction will be denied.

All petitions will be acted upon by
the Commission or licensing board, des-
ignated by the Commission or by the
Chairman of the Atomic Safety and

Licensing Board Panel. Timely petitions
will be considered to determine whether
a hearing should be noticed or another
appropriate order issued regarding the
disposition of the petitions.

In the event that a hearing Is held
and a person is permitted to intervene,
he becomes a party to the proceeding
and has a right to participate fully in
the conduct of the hearing. For example,
he may present evidence and examine
and cross-examine witnesses.

For further details with respect to this
action, see the application for amend-
ment dated February 2, 1976, as supple-
mented August 18, 1976, and June 22,
1977, which is available for public in-
spection at the Commission's Public Doc-
ument Room, 1717 H Street NW., Wash-
ington, D.C. and at the Southport-
Brunswick County Library, 109 W. Moore
Street, Southport, N.C. 28461.

Dated at Bethesda, Md., this 28th day
of October 1977.

For the Nuclear Regulatory Commis-
sion.

A. Scm-mEcrn,
Chief. Operating Reactors

Branch No. 1, Dision of
Operating Reactors.

[FR Doc.77-32239 Filed 11-7-77.8:45 am]

[7590-01]
[Docket No. 50-325 and 50-324]

CAROLINA POWER & LIGHT CO.
Issuance of Amendments to Facility Op.

erating Licenses, Negative Declaration
and Amendment to Indemnity Agree-
ment
The U.S. Nuclear Regulatory Commis-

sion (the Commission) has issued

Amendment No& 9 and 34 to Facility
Operating License Nos. DPR-71 and
DPR-62, respectively, and Amendment
No. 7 to Indemnity Agreement No. 3-71,
Issued to Carolina Power &; Light Co,
which revised the licenses and the in-
demnity agreement for operation of the
Brunswick Steam Electric Plant, Unit
Nos. 1 and 2 (the facilities) located in
Brunswick County, N.C. The amend-
ments are effective as of the date of their
1isuance.

The amendments to the operating li-
censes authorize Carolina Power & Light
Co. to store irradiated fuel from the com-
pany's H. B. Robinson Steam Electric
Plant Unit No. 2 in either spent fuel
storage pool at the Brunswick Steam
Electric Plant. The amendment to the
indemnity agreement redefines the term
"the radioactive materin'" in the indem-
nity agreement for the Brunswick fa-
ciities to provide indemnity coverage for
storage at Brunswick of spent fuel gen-
erated by the Robinson facility.
Tne application for the amendments

complies with the standards and require-
mcnts of the Atomic Energy Act of 1954,
as amended (the Act), and the Commis-
sion's rules and regulations. The Corn-
mison has made appropriate findings
as required by the Act and the Commis-
sion's rules and regulations in 10 CFR
Chapter I, which are set forth in the
license amendments. Notice of Proposed
Icsiance of Amendments to Facility Op-
erating Licenses in connection with this
action was published- in the FmcEs.m
nRGmsTER on November 26, 1976 (41 FR
52113). Notice of Intent to Modify In-
demnity Agreement No. 3-71 was pub-
lished In the F=Ar REGISTER On Sep-
tniber 6, r977 (42 FR 44617). No request
for a hearing or petition for leave to in-
tervene was filed following notice of
thUse proposed actions.

The Commion has prepared an en-
vironmental Impact appraisal associated
with this action and has concluded that
an environmental Impact statement is
not warranted because there will be no
significant environmental impact attrib-
utable to the action. A negative declara-
tion to this effect is appropriate.

F7or further details with respect to this
action, see (1) the application for
amendments dated September 23, 1976,
as supplemented January 7, march 3,
April 7 and 26, 1977, (2) Amendment
No. 8 to License No. DPR-71, (3) Amend-
ment No. 30 to License No. DPR--2, (4)
the Commision's related Safety Evalu-
ation, (5) the Commission's related En-
vironmental Impact Appraisal, (6)
Amendment No. 9 to License No. DPR-71,
(7) Amendment No. 34 to License No.
DPR-0.2, and (8) the Commission's re-
lated lctter to the licensee dated Oc-
tober 14, 1977. All of these items are'
available for public inspection at the
Commission's Public Document Room,
1717 H Street NW. Washington, D.C. and
at the Southport-Brunswick County Li-
brary, 109 West Moore Street, Southport,
N.C. 28461. A copy of Items (2) through
(8) may be obtained upon request ad-
dressed to the U.S. Nuclear Regulatory
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Commission, Washington, D.C. 20555, At-
tention: Director, Division of Operating
Reactors.

Dated at Bethesda, Md., this 14th day
of October 1977.

For the Nuclear Regulatory Commis-
sion. •

THoMAs V. WAMBACH,
Acting Chief, Operatnig Reac-

tors Branch No. 1, Division of
Operating Reactors.

[FR Doc.77-32241 Filed 11-7-77;8:45 am]
4

E 7590-01]
[Docket No. 50-213]

CONNECTICUT YANKEE ATOMIC POWER
CO.

Issuance of Amendment-to Facility
Operating license

The U.S. Nuclear Regulatory Com-
mission (the Commission) has issued
Amendment No. 20 to Facility Operating
License No. DPR-61, Issued to Connecti-
cut Yankee Atomic Power Co. -for opera-
tion of the Haddam Neck Plant, located
In Middlesex County, Conn. The amend-
ment is effective as of the date of issu-
ance.

This amendment revises the Haddam
Neck Appendix A Technical Specifica-
tions to (1) specify limiting conditions
for operation (LCO) for operability of
steam generators. (2) specify LCOs for
reactor coolant system leakage through
steam generators and other pressure
boundaries; and (3) add surveillance re-
quirements for the steam generator tube
itnservice inspection program.

The application for the amendment
complies with the standards and re-
quirements of the Atomic Energy Act of
1954, as amended (the Act), and the
Commission's rules and regulations. The
Commission has made appropriate find-
Ings as required by the Act and the Com-
sion's rules and regulations in 10 CFR
Chapter I, which are set forth, in the
license amendment. Prior public notice
of this amendment was not required
since the amendment does not involve a
significant hazards consideration.

The Commission has determined that
the issuance of this amendment il not
result in any significant environmental
impact and that pursuant to 10 CFR
51.5(d) (4) an environmental impact
statement or negative declaration and
environmental impact appraisal need
not be prepared in connection with is-
suance of this amendment.

For further details with respect to
this action, see (1) the application for
amendment dated November 1, 1976, as
supplemented May 2, and June 13, 1977,
(2) Amendment No. 20 to License No.
DPR-61, and (3) the Commission's re-
lated Safety Evaluation. All of these
items are available for public inspec-
tion at the Commission's Public Docu-
ment Room, 1717 H Street NW., Wash-
ington, D.C., and at the Russell Library,
119 Broad Street, Middletown, Conn.
06457. A copy of items (2) and (3) may

'be obtained upon request addressed to
the U.S. Nuclear Regulatory Commission,
Washington, D.C. 20555, Attention: Di-
rector, Division of Operating Reactors.

Dated at Bethesda, Md., this 21st day
of October1977.

For the Nuclear Regulatory Commis-
sion.

A. SCHWENCER,
Chief Operating Reactors
Branch No. 1, Division of
Operating Reactors.

[FR Doc.77-32242 Filed 11-7-77;8:45 am]

r7590-01 -

[Docket No. 50-2551

CONSUMERS POWER CO.
Issuance of Amendment to ProvisionalOperating License

The U.S. Nuclear Regulatory Commis-
sion (the Commission) has issued
Amendment No. 30 to Provisional Oper-
ating License No. DPR-20, Issued to
Consumers Power Co. (the licensee),
which revised Technical Specifications
for operation of the Palisades Plant (the
facility) located in Covert Township,
Van Buren County, Mich. The amend-
ment is effective as of its date of issuance.

This amendment makes revisions to
the Chapter 4 surveillance interval defi-
nitions to bring them into conformance
with the Standard Technical Specifica-
tions and also provides clarification of
certain existing surveillance require-
ments.'

The application for the amendment
complies with the standards and require-
ments of the Atomic Energy Act of 1954,
as amended (the Act), and the Commis-
sion's rules and regulations. The Com-
mission has made appropriate findings
as required by the Act and the Commis-
sion's rule and regulations in 10 CFR
Chapter I, which are set forth In the 11-
cense amendment. Prior public notice of
this amendment was not required since
the amendment does not involve a sig-
nificant hazards consideration.

The Commission has determined that
the issuance of this amendment will not
result in any significant environmental
impact and that pursuant to 10 CFR
51.5(d)(4) an environmental impact

.statement or negative declaration and
environmental impact appraisal need not
be prepared in connection with issuance
of this amendemnt.

For further details with respect to this
section, see (1) the application for
amendment dated September 23, 1977,
(2) Amendment No. 30 to License No.
DPR-20, and (3) the Commission's re-
lated Safety 'Evaluation. All of these
items are available for public inspection
at the Commission's Public Document
Room, 1717 H Street NW., Washington,
D.C. 20555, and at the Kalamazoo Public
Library, 315 South Rose Street, Kalama-
zoo, Mich. 49006. A copy of items (2) and
(3) may be obtained upon request ad-
dressed to the U.S. Nuclear Regulatory
Commission, Washington, D.C. 20555,

Attention: Director, Division of Oper-
ating Reactors.

Dated at Bethesda, Md,, this 19th day
of October 1977.

For the Nuclear Regulatory Commis-
sion.

A. ScniurNarn,
Chiq, Operating Recators

Branch No. 1, Division of Op-
erating Reactors.

[FR Doc.77-32243 Filed 11-7-77,8:45 ami

[7590-01 ]
IDockots Nos. 50-448, 60-449]

POTOMAC ELECTRIC POWER CO. (DOUG.
LAS POINT NUCLEAR GENERATING
STATION, UNITS 1 AND 2)

Order Relative to Continuance of
EvIdentlary Hearing

On June 18, 1975, the Atomic ,SafeLty
and Licensing Appeal Board determined
In ALAB-277, 1 NRC 539, that it ap-
peared appropriate for this Licensing
Board to hear issues relating to site
suitability. There were ten (10) days of
hearing between July 19 and August 13,
1976, but the site suitability phase of the
hearing could not be concluded duo to
the fact that the NRC Staff had not
completed its review of compliance with
the seismic criteria, The NRC Staff hna
now completed Its review and the Mary-
land Public Service Commission and tho
NRC Licensing Board havo agreed to
proceed with this phase of the hearing,

Take notice, the hearing will com-
mence on November 28, 1977, at 10 a.m,
(local time) at the Port Tobacco Court-
house, Port Tobacco, Md. Tho hearing
will commence at 9:30 a.m. (local time)
on the days following the opening
session.

The public Is Invited to attend. Limited
appearance statements from these indi-
viduals who have not previously given
such statements will be called for at the
commencement of the proceeding. Oral
statements will be limited to five (5)
minutes but written statements may be
submitted without limitation on length.

It is so ordered.
Issued at Bethesda, Md., this 1st day

of November 1977.
For the Atomic Safety and Licensing

Board.
ELIZABETH S. BOWES,

Chairman.
[FR Doc.77-32244 Filed 11-7-77;0:45 a=1

E 3110-01]
OFFICE OF MANAGEMENT AND

BUDGET
CLEARANCE OF REPORTS

List of Requests
The following Is a list of requests for

clearance of reports intended for use In
collecting information from the public
received by the Ofice of Management
and Budget on October 31, 1977 (44
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U.S.C. 3509). The purpose of publishing
this list in the FEDERAL REGISTER is to in-
form the public.

The list includes the title of each re-
quest received; the name of the agency.
sponsoring the proposed collection of In-
formation; the agency form number(s).
if applicable; the frequency withwhich
the information is proposed to be col-
lected; the name of the reviewer or re-
viewing division within OMB, and an
"indication of who will be the respondents
to the proposed collection.

Requests for extension which appear
to raise no significant Issues are to be
approved after brief notice through this
release.

Further information about the items
on this daily list may be obtained from
the Clearance Office, Office of Manage-
ment and Budget, Washington, D.C.
20503, 202-395-4592, or from the reviewer
listed.

NEW Foasis

UNITED STATES INTERNATiONAL TRADE
COLUXISSION

Importers' Questionnaire-Folding Chairs,
single time, importers of folding, stackable,
and other casual chairs, C. Louis Hinean-
men, 395-3211.

Producers- Questionnaire-Folding Chairs,
single time, producers of folding, stack-
able, and other casual chairs, C. Louis Jln-
cannon, 395-3211.

D5FPARTmI=T or ENERGY

A Survey of Graduates of Energy Technology
Programs, other (see SF-83), graduates
of two-year energy technology programs,
Strasser, A., 395-6132.

OF=ICE OF WAAGEiMENT AND BUDGET

Audit Questlonnalres, single time, CSA
grantees, Lowry, R. L,4395-3772.

DEPARET OF DEFENSE

Department of the Air Force: Television Pro-
post Attitude Study, single time, 16 to 21-
year-old male civilians, parents of same,
National Security Division, 395-4734.

DEPARTMENT OP HEALTH, EDUCATION, AND

Office of Human Development: Trainee Ap-
polutment Statement, annually, colleges
and universities, Warren Topelius, 395-
6132.

DEPART2EMT OF LABOR

Bureau of Labor Statistics: Pretest, Survey
of Hours and Earnings of Nonsupervisory
Employees, 1130-i single time, nonfarma
business establishments, Strasser, A., 395-
6132.

DEPARTMENT OF THE INTERIOR

Bureau of Sport Fisheries and Wildlife:
Unique or Nationally Significant Wildlife
Ecosystems Survey, single time, nonprofit
conservation organizations, Ellett, C. A-.
395-6132.

DEPARTZIENT OF TRANSPORTATION

lederal Aviation Administration: Delegation
of Authority To Approve Technical Data
for MSaJor Repairs (SPAR), on occasion,
air carriers, repair stations, Strasser, A.,
395-6132.

REVrsIoNs

DEPARTMENT OF AGRICULTURE

Food and Nutrition Service: Refund for
Overpayment of Food Coupon Issuance

NS-333 34, on occasion, State or local
food stamp agencies, Ellett C. A., 395-6132.

Rural Electrification AdmInLrtratlon: Mnan-
clal and Statistical Report-Electric Bor-
rowers, PEA 7, monthly. REA electric bor-
rowers, Ellett, 0. A., 395-6132.

DEPAETZTEhNT OF CO-t"XE

Bureau of Census:
Individual Census -- Rcport, CPS-22,

monthly, persons unavailable for per-
sonal interview, Richard El.lnr, 395-
3214.

Economic Censuses ClassIfIcatIon Survey,
NC-IS, NC-XIT, single time, nonprofit
organizations, C. Louis lincannon, 395-
3211.

manufacturers' Shipment-. Inventories,
and Orders. W3, M3-1, .3-2, monthly,
manufacturing companle3, Marha
Traynham, 395-4529.

DEPARTIEVT or 1EALTIr, DUYCATIOIT, Alm

.Food and Drug Administration: Natlonal/
Reglonal/State Telecommunications Net-

work, Traffic Log, FDA-2810, monthly. FDA
related State agencie, ichard Eicinger,
395-3214.

DEPARETMET OF zWXou

Bureau of Labor StatIstles: Employment
Cost Index, 3038A/G through ZfG,
quarterly, Government units; private non-
farm establishments, excluding houze-
holds, Strasser, A., 395-6132.

DEPAIfTMIENT OF AGRICULTUS

Statistical Reporting Service: Pasture and
Livestock Survey (Kamm and Hawaii),
monthly, cattle operations, Ellett, C. A.,
395-6132.

Federal Crop Jnsuranco Corporation: Claim
for Indemnity-Crop Insurance for Se-
lected Crops (Corn, Cotton, Grain, Pea,
Sugar, Tobacco, Tomatoes), FCI-W3, on oc-
casion, farmers, Ellett 0. A., 395-0132.

DrPAITZ.EN Or COM.Mez

Bureau of Census: Survey of Local Govern-
ment Tax Revenues and Intergovernmental
Revenue3, RS-8, annually, local govern-
ment officials, Ellett, C. A., 395-0132.

DEPAETZENT" or nousnM0 ADURA
DEV OP=NT

'Federal Insurance Administration: Crime In-

surance Application Residential and Com-
mercial, Crime Insuranco Notice, HUD-
1621, on occasion crlme insurance Lavern
V. Collins, 395-3214.

EXTENSONS
DEPARTV=E T r UoGn AND VMAZT

DEvELOPsN2T

Housing MUnagement: Expenditures Budget,.
HUD-6275, annually, local public agencies
Budget Review Division, 395-4T5.

DEnAnRT24NT Or JUSM C

Drug Enforcement Administration:
Report of Theft of Controlled Substances,

BND-100, on occasion. registrants under
the Controlled Substances Act, Ellett,
0. A., 395-0132.

BNDD-ARCOS-Automaton of Reports and
Consummated Orders System. DEA-33
on occasion, registrants under the Con-
trolled Substances Act, Ellett, 0. A., 395-
6132.

Addict Report, DEA-34, on occasion. State/
local law enforcement ag-ences, Ellett, C.
A. 395-0132.

PZMrLn'P D. LAMiN,
Budget and Management Officer.

[FR Doc.77-32475 Filed 11-7-77:8:46 am]
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E8025-01]
SMALL BUSINESS
ADMINISTRATION

[Declaration of Daster Loan Area No. 129;
Amendment No. 2]

COLORADO

Declaration of Disaster Loan Area

The above numbered Declaration (see
41 FR 37175), and amendmentNo. 1 (see
41 FR 35590), are amended by extending
the filing date for physical damage until
the close of business on December 30,
1977, and for economic injury until the
close of business on July 31, 1978.

(CataloZ of Federal Domeztic Aslstance Pro-
gram Nos. 59002 and 5003.)

Dated: Qctober27, 1977.,
A. V-NxoN Wnvrx,

Adcinistrator.
[FR Do.T7-32249 Filed 11-7-77;8:45 am]

[8025-01]
ILicense No. 07/07-50781

COMMUNITY EQUITY CORP. OF
NEBRASKA

Filing of Application for Exemption of
Conflict of Interest Transaction

Notice is hereby given that Com-

munity Equity Corp. of Nebraska

(CECN), 5620 Ames Avenue, Suite 103,

Omaha, Nebr. 68104, a Federal licensee
under Section 301(d) of the Small Busi-
ness Investment Actjof 1958, as amended
(15 U.S.C. 661 et. seq.), has filed an ap-

plication pursuant to 13 CFR 107.1004

(1977) for an exemption of a conflict of

Interest transaction.
CECN was licensed by the Small Busi-

nes Administration (SBA) on August
16, 1977. The licensee's voting stock is 82

percent owned by Community Equity

Corp., a Nebraska non-profit corporation.
CECN I- currently considering v.

$60,000 loan to Component Concepts
Corp. Tr. Alvin A. Goodwin, Jr. and Mr.

Herbert IL Patton, who are officers and

directors of CECN, are also directors of

Component Concepts Corp.

The proposed transaction fal .within

the purview of Section 107.1004(b) (1)

by reason of the fact that Component

Concepts Corp. is an Associate of CECN
under the definition of Associate in
I 107.3 of the Regulations.

Notice is hereby given that any inter-
ested person may submit to SBA written
comments, no later on or before Novem-
ber 23, 1977, on this proposed financing.

Any such communication should be ad-
dressed to: Deputy Associate Adminis-
trator for nvestment, Small Business
Administration, 1441 L Street NW.
Washington, D.C. 20416.

A copy of this notice shall be published

by the licensee in a newspaper of general
circulation In Omaha, Nebr.
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(Catalog of Federal Domestic Assistance Pro-
gram No. 59.011, Small Business Investment
Companies.)

Dated October 31, 1977.
.PETER F. MCNEIsir,

Deputy Associate Administrator
for Investment.

[FR Doc.17-32257 Filed 11-7-77;8:45 am]

[ 8025-01]
[Declaration of Disaster Loan Area No. 1391]

ILLINOIS

Declaration of Disaster Loan Area

Vermilion County and adjacent coun-
ties within the State of Illinois, consti-
tute a disaster area as a result of damage
caused by severe storms, high winds and
heavy rains which -occurred on Septem-
ber 30, 1977, through October 1, 1977.
Eligible persons, firms and organizations
may file applications for loans for physi-
cal damage until the close of business on
December 27, 1977, and for economic in-
jury until the close of business on July
27, 1978, at:
Small Business Administration, Branch Of-

fice, Illinois National Bank Building, One
North Old State Capitol Plaza, Springfield,
Il1, 62701.

or other locally announced locations.
(Catalog of Federal Domestic Assistance Pro-
gram Nos. 59002 and 59008.)

Dated: October 27, 1977.

A. VERNON WEAVER,
Aaministrato.r.

[FR Doe.77-32250 Filed 11-7-77;8:45 am]

[8025-01]
[Declaration of Disaster Loan Area No. 1392]

KENTUCKY
Declaration of Disaster Loan Area

Hatlan County and adjacent counties
within the State of Kentucky constitute
a disaster area as a result of damage
caused by heavy rainfall and flash flood-
ing which ocburred on October 1-2, 1977.

Eligible persons, firms and organiza-
tions may file applications for loans -for
physical damage until the close of busi-
ness on December 29, 1977 and for eco-
nomic injury until the close of business
on July 28, 1978 at:
Small Business Administration. District Of-

fice, Federal Office Building, Room 188, 600
Federal Place, Louisville, Ky. 40202.

or other locally announced locations.

(Catalog of Federal Domestic Assistance Pro-
gram Nos. 59002 and 59008.)

Dated: October 28, 1977.

A. VERNON WEAVER,
Administrator.

[FR Doc.77-32251 Filed 11-7-77;8:45 am]

"[ 8025-01]
[Declaration of Disaster Loan Area No. 1393]

MINNESOTA
Declaration of Disaster Loan Area

Cook County and -adjacent counties
within the State of Minnesota constitute
a disaster area because of physical dam-
age resulting from flash flooding which
occurred on September 24, 1977. Eligible
persons, firms and organizations may file
applications for loans for physical dam-
age until the close of business on Decem-
ber29, 1977 and for economic injury until
the'&ose of business on July 28, 1978 at:
Small Business Administration, District Of:.

fice, Plymouth Building, Room 530, 12
South Sixth Street, Minneapolis, Minn.
55402.

or other locally announced locations.
(Catalog of Federal Domestic Assistance Pro-
gram Nos. 59002 and 59008.)

Dated: October 28, 1977..

A. VERNON WEAVER,
Administrator.

[FR Doc.77-32252 Filed 11-7-77;8:45 am]

[8026-01]
[Declaration of Disaster Loan Area No. 1396]

MISSOURI
-'Declaration of Disaster Loan Area

Green County and adjacent counties
within -the State of Missouri, constitute a
disaster area as a result of damage
caused by excessive rainfall, severe winds
o nd.flooding which occurred on Septem-
ber 26-27, 1977. Eligible persons, firms
and organizations may file applications
for loans for physical damage until the
close of business on December 29, 1977
and for economic injury until the close
of business on July 27, 1978 at:
Small Business Administration, District Of-

fice, 12 Grand Building, 5th Floor, 1150
Grand Avenue, Kansas City, Mo. 64106.

or other locally announced locations.
(Catalog of Federal Domestic Assistance Pro-

'gram Nos. 59002 and 59008.)

Dated: October 28, 1977.
A. VERNON WEAVER.

Administrator.
[FR Doe.77-32253 Filed 11-7-77:8:45 am]

[ 8025-01]
[License No. 03/03-00221

SHARON SMALL BUSINESS INVESTMENT
CO.

Application For Approval' of a Conflict of
Interest Transaction

Notice is hereby given that Sharon
Small Business Investment Co. (SSBIC),
385 Shenango Avenue, Sharon, Pa. 16146,
-a Federal Licensee under the Small Bust-

ness Investment Act of 1958 .(Art), as
amended (15 U.S.C. 661 et seq.), has filed
an application with the Small Business
Administration (SBA) pursuant to Sec-
tion 312 of the Act and covered by
§ 107.1004(b) - (1) and (4) of the S3A
Regulations governing Small Business
Investment Companies (SBIC) (13 CFR
107.1004 (1977)) for approval of a con-
flict of interest transactoi falling with-
in the scope of the above Sections of the
Act and Regulations.

Subject to such approval SSBIC pro-
poses to provide funds to Geauga Foods,
Inc., 425 Water Street, Chardon, Ohio
44024.

The proposed financing is brought
within the purview of § 107.1004(b) (1)
and (4) of the Regulations because the
principal stockholdeks of Geauga Fodds,
Inc., are former employees of a wholly-
owned subsidiary of the parent company
of the SBIC, and therefore are con-
sidered an associate of SSBIC as defined
by § 107.3 of the Regulations. The indi-
viduals Involved are, Manuel and Linda
Bland, Wayne Wolfgang, Daniel Mar-
shall, James and Donna Beal.

The transaction also falls within
§ 107.1004(b) (4), in that Licensee's fi-
nancing will provide funds, or release
other funds, to discharge monetary obli-
gations of Geauga Foods, Inc., to Licen-
see's parent, as sublessee of real estate
from it.

Notice is hereby given that any in-
terested person may not later than No-
Vember 17, 1977 submit written com-
ments on the proposed transaction to the
Deputy Associate Administrator for In-
vestment, Small Business Administra-
tion, 1441 "L" Street NW., Washington,
D.C. 20416.
(Catalog of Federal Domestic Assistance Pro-
gram N. 59.011, Small Business Investmont
Companies.)

Dated: October 31, 1977.
PETER .. McNEISu,

Deputy Associate Administrator,
for Investment.

[MI Doc.77-32256 Filed 11-7-77;0,46 am]

[8025-01]
[Declaration of Disaster Loan Area No. 1394]

TENNESSEE
Declaration of Disaster Loan Area

Johnson and Sullivan Counties and
adjacent counties within the State of
Tennessee, constitute a disaster area as
a result of damage caused by a tornado,
high wind, heavy rain, and flooding
which occurred on October 1-2, 1077.
Eligible persons, firms and organizations
may file applications for loans for physi-
cal damage until the close of business on
December 29, 1977, and for economic
injury until the close of business on July
28, 1978, at!
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Small Business Administration, District
Office. Parkway Towers. Room 10M2 40J
James Robertson Parkway, ITashvlle, Tenn.
37219.

-or other locally announced locations.
(Catalg of Federal Domestic Assistance Pro-
gram Nos. 59002 and 59003.)

Dated: October 28, 1977.

A. Vklixo WEAvEn,
Administrator.

I1E Doc.77-32254 Piled 11-7-77;8:45 am]

[8025-01]
[Declaration of Disaster Loan Area No. 1312;

Amendment No. 61

VIRGINIA
Declaration of Disaster Loan Area

The above numbered Decalaration
(see 42 FR 44863), Amendment No. 1
(see 42 FR 21887), Amendment No. 2
(see 42 FR 23220), Amendment No. 3 (see
42 FR 30459), Amendiment No. 4 (see
42 PR 32604), Amendment No. 5 (see 42
F 44863), are amended by extending
the filing date for physical damage until
the close of business on December 30,
1977, and for economic injury until the
close of business on July 31, 1978.
(Catalog of Pederal DOmestic Assistance Pro-
gram 59002 and 59008.)

Dated: October 28, 1977.
A. VERNON WEAvn-,

Administrator.
[iTR Doc.77-32255 Filed 11-7-77;8:45 am]

[4710-02]
DEPARTMENT OF STATE

Agency for International Development
[Redelegation of Authority No. 99.1.81,

Amdt. No. 1]
DIRECTOR, EAST AFRICA REGIONAL ECO-
NOMIC DEVELOPMENT SERVICES OFFICE

Redelegation of Authority Regarding
Contracting Functions

Pursuant to the authority delegated
to me under Redelegation of Authority
No. 99.1 (38 FR -12836) from the Assist-
ant Administrator for Program and
Management Services of the Agency for
International Development, I hereby
amend Redelegation of Authority No.
99.1.81 dated October 13, 1976 (41 FR
48171 and 48172) as follows:

1. The first paragraph is hereby
amended to reflect the following
changes:

a. Subhead (2) is revised to read as
follows:

"Sign contracts with individuals for
the services of the individual alone:
Provided, That each individual contract
action does not exceed $500,000 or local
currency equivalent; and."

b. Subhead (3) is hereby deleted in its
entirety.

c. Subheads (4) and (5) are hereby
renumbered to read (3) and (4).

2. The second paragraph is hereby
amended to reflect the following
changes:

a. Subhead (1) Is revised to read as
follows:

"Authority up to $50,000 may be re-
delegated at the Regional Director's dis-
cretion; and."

b. Subhead (2) is revied to read as
follows:"Authority over .050,000 may be re-
delegated with the prior concurrence of
the Director, Office of Contract Manage-
ment (except that such prior concur-
rence is not required in the case of a
redelegaton to the Regional Dlrector's
principal deputy) ."

Except as provided herein, the Redele-
gation of Authority remains unchanged
and continues in full force and effect.

This amendment Is effective on the
date of signature.

Dated: October 25, 1977.
HUGH L. DwELLE,Director,

OBIce of Contract Management.
[FR Do.77-32273 Piled 11-7-77;8:46 am]

[4710-02] -

[Redelegation of Authority No. 99.1.5.
Amehdment No. 1]

DIRECTOR, WEST AFRICA REGIONAL ECO-
NOMIC DEVELOPMENT SERVICES OFFICE

Redelegatlon of Authority Regarding
Contracting Functions

Pursuant to the authority delegated to
me under Redelegatlon of Authority No.
99.1 (38 FR 12836) from the Arsistant
Administrator for Program and anage-
ment Services of the Agency for Interna-
tional Development, I hereby amend Re-
delegation of Authority No. 99.1.5 dated
July 30, 1973, (3811321947) nsfollows:

A. The first paragraph Is revised to
read as follows:

Pursuant to the authority delegated to me
as Director, Ol0lco of Contract Management,
under Redelegation of Authority No. 99.1
(38 PR 12836) from the AsLsstant Admints-
trator Tor Program and Management Services
of the Agency for International Development,
I hereby redelegate to the Director, West
Africa Regional Economic Development Zerv-
lces Office, and to the person In that Office
who has been designated, with the concur-
rence of this Office. as Contracting Oficer, the
authority to sign the following Instruments,
up to an amount of s500.000 (or local cur-
rency equivalent) per transaction:

1. U.S. Government contracts (including
contraots with individuals for the cervlcc3
of the Individual alone);

2. U.S. Government granti, other than
grants to foreign govcrnments or agenclci
thereof, for teebnical a=tsitance actlvltl-;,
and

3. LTodtllcatlono to the Instruments vpel-
fled above.

With respect to the contract, and grants
referred to above, authority Is hereby re-
delegated to mae flindinlgs end determina-
tions with rcspcct to advance paymento, In-
cluding those financed by Federal Rcervo
Letters of Credit nd to approve the contract
provisions relating to such advance pay-
ments. This authority 13 limltcd to advance
payments on non-profit contracts with non-
profit educational or research institutions
including International organizations.

B. The second paragraph Is revised to
read as follows:

58231

The authority herein delegated to the Dl-
?cctor. West Afric Re2ional Fconomic De-
velopment Sarvlce3 Olflce, may be ex-ercised
by duly authorlzed persons who are p rform-
In: the functions of the Director In an -,tnz
capacity. The authoritles delegated herein
e to b3 excrcied In accordance with rega.-

latlon, proscdures, and policies established
or modified and promulgated within the
Agency for International Development, and
i not In derogation of the authority of the
Director, Office of Contract Management, to
exe"ci-3 any of the functions herein redele-
gated.

Except as provided herein, the Redele-
gation of Authority remains unchanged
and continues In full force and effect.

This amendment is effective on the
date of signature.

Date: October 25, 1977.
HuGE TL. DwEa=x,

Director,
Ofl e of Contract Management.

[FRDoe.7-3222 -ed 21-7-77;8:45 am]

[483G-01]I
DEPARTMENT OF THE TREASURY

Jntemal Revenue Service
[Delegatlon Order Io. 111 (Rev. 3) ]

DELEGATION OF AUTHORITY

AGENCY: Internal Revenue Service.
ACTION: Delegation of Authority.
SUMMARY: Authority is delegated to
certain Internal Revenue Service officials
for adminis trative collection, compro-
maise, termination, or suspension of agen-
cy collection action under the Federal
Claims Collection Act of 1966. The text
of the delegation order appears below.

EFFECTVE DATE: November 11, 1977.
FOR FURThEM INFORATION CON-
TACT:

Mr. Charles H. Jenkins, Jr., A:F:S,
1111 Constitution Avenue NW., Room
3326. Washington, D.C. 20224, '202-
566-6851 (not toll free).

CHAILES H Jmcrn;s, Jr.,
Chicf, Finncia Systems Brancha.

Fzo=nt Cr.srst Coz~rcrro- AcT o.- 1956

Date of Lue: November 11, 1977.

Eitcativa DatC: lovember 1I, 1977.

1. Pursuant, to authority vested in the
CommL:soner of Internail Rovenuo by 31 C=R
Part 8, the authority for administrative col-
lection. compromIsz, termination, or supen-
vlon of agency collection action undsr the
Fedcral Claim Collection Act of 1996 Is here-
by deleZatcd as follow=.

(a) Tho Chief, Ufacal lanagement Branch,
each Rg-ional Ofice; the Chlef, Financial
Operation: Branch. National Office; and the
Chief, Fiscal/Perronnel Procesi ng Division,
Data Canter, shall, takc aggressive action, on
a timely baal with offective folowr-up, to col-
lect claims of the United States (except
claim ari-ing from damage to, or los of,
Government property, breach of contract
cae, or other damages arising from tortlous
acts against the Servlce) for money or prop-
erty arising out of the activities of, cr re-
ferred to, the Service. Each Chief is author-
ized to compromise, terminate, or suspend
collection action on such claims that do no4
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exceed $20,000, exclusive of interest, upon
written recommendation of Chief Counsel or
Chief Counsel's designee, and may terminate
collection action on such claims up to $50
without the recommendation of Chief Coun-
sel.

(b) The Chief, Facilities Management
Branch, each Regional Office, shall take ag-
gressive action on a timely basis with effec-
tive follow-up, to collect claims arising from
damage to, or loss of, Government property,
breach of contract cases, or other damages
arising from tortous acts against the Service
up to $5,000, exclusive of interest and costs,
of the United States for money or property
arising out of the field activities of the Serv-
ice. Each Chief is authorized to compromise
such claims or terminate, or suspend collec-
tion action on such claims up to $5,000 upon
written recommendation of Regional Coun-
sel, and may terminate collection action on
such claims -up to $50 without the recom-
mendation of Regional Counsel.

(c) The Safety Management Officer, Pro-
tective Programs Branch, National Office,
shall take aggressive action, on a timely basis
with effective follow-up, to collect claims of
the United States for moneyor property aris-
ing out of the activities of, or referred to, the
Service, for damage to, or loss of, Govern-
ment property, breach of contract cases, or
other *damages drising from tortlous acts
against the Service. The Safety Management
Officer is authorized to compromise, termi-
nate, or suspend collection action on such
claims that do not exceed $20,000 upon writ-
ten recommendation of Chief Counsel and
may terminate collection action on such
claims up to $50 without recommendation of
Chief Counsel.

2. This Order does not apply to tax claims
nor any claim where there is an indication of
fraud or misrepresentation on the part of the
debtor.

3. The authority delegated herein may not
be redelegated.

4. This Order supersedes Delegation Order
No. 111 (Rev. 2), issued February 5, 1976.

Dated: October 23, 1977.

JEROME KURTZ,
Commissioner.

[FR Doc.77-32299 Filed 11-7-77;8:45 am]

[4810-40]
Office of the Secretary

[Supplement to Dept. Circular-Public
Debt Series-No. 28-771

TREASURY NOTES OF SERIES A-1987

Interest Rate

The Secretary of the Treasury an-
nounced on November 1, 1977. that the
interest rate on the notes described in
Department Circular-Public Debt Se-
ries-No. 26-77, dated October 25; 1977,
will be 7% percent per annum. Accord-
ingly, the notes are hereby redesignated

7% percent Treasury Notes of Series
A-1987. Interest on the notes will be pay-
able at the rate of 7% percent per

DAVID MOSSO,
Fiscal Assistant Secretary.

[FR Doc.77-32263 Flied 11-7-77;8:45 am]

NOTICES

[ 4810-40 ]
[Supplement to Department Circular Public

Debt Serles--No. 27-771

TREASURY BONDS OF 2002-2007,
NOVEMBER 3, 1977.

The Secretary of the Treasury an-
nounced on November 2, 1977, that the
interest rate on the bonds described in
Department Circular-Public Debt Se-
ries-No. 27-77, dated October 25, 1977,
will be '77/8 percent per annum. Accord-

-ingly, the bonds are hereby redesignated
77/8 percent Treasury Bonds of 2002-
200?. Interest d the bonds will -be pay-
able at the rate of 77/8 percent per
annum.

DAVID MOSSO,
Fiscal Assistant Secretary.

[FR Doc.77-32292 Filed 11-7-77;8:45 am]

[ 1505-o ]
CERTAIN CARBON STEEL PIPES AND

TUBES FROM JAPAN

Antidumping Proceeding Notice

Correction
In PR Doe. 77-30897 appearing on page

564)3 in the issiie of Tuesday, October 25,
1977, under SUPPLEMENTARY IN-
FORMATION, the 1st sentence in .the
3rd paragraph should read as follows:

"The petition contains two counts, one
alleging dumping'on the basis of a com-
parison of home market prices on repre-
sentative sales made during the month
of September 1976, with sales to the
United States during the same period,
and the other alleging 'dumping on the
basis of a comparison of a constructed
value for Japanese steel products with
U.S. prices."

In the 3rd column, 1st full paragraph,
the 17th line should read:

* * * "margins on a not insignificant

volume of * * *"

[8410-01]
WATER -RESOURCES COUNCIL

WATER AND RELATED LAND RESOURCES;
PRINCIPLES AND STANDARDS FOR
PLANNING

Change in Discount Rate

Notice is hereby given that the interest
rate to be used by Federal agencies in the
formulation and evaluation of plans for

'

water and related land resources is 65s
percent for the period October 1, 1977,
through and including -September 30,
1978.

The rate has been computed in accord-
ance with Chapter IV, D., "The Dis-

count Rate" In the "Standards for Plan-

ning Water and Related Land Resources"

of the Water Resources Council, as
amended (39 FR 29242), and is to be used

by all Federal agencies in plan formula-
tion and evaluation of water and related
land resources projects for the purpose
of discounting future benefits and com-
puting costs, or otherwise converting
benefits and costs to a common time
basis.

The Department of the Treasury on
October 14, 1977, Informed the Water Re-
sources Council pursuant to Chapter IV,
D., (b) that the Interest rate would be
seven percent based upon the formula sob
forth in Chapter IV, D., (a): "* * * tho
average yield during the preceding Fis-
cal Year on Interest-bearing marketable
securities of the United States which, at
the time the computation is made, have
terms of 15 years or more remaining to
maturity * * *." However, Chapter IV,
D., (a) further provides " # I itlhat
in no event shall the rate be raised or
lowered more than one-quarter of one
percent for any year." Since the rate In
Fiscal Year 1977 was 6% percent (41
FR 48010), the rate for Fiscal Year 1978
is 6% percent.

LEwxs D. WAarrn,
Acting Deputy Director.

[FR Doc.77-32274 Piled 1l-7-77;8:45 am]

[7035-01 3
INTERSTATE COMMERCE

COMMISSION
[No. 5231

ASSIGNMENT OF HEARINGS

NOVEMBER 3, 1977.
Cases assigned for hearing, postpone-

ment, cancellation or oral argument ap-
pear below and will be published only
once. This list contains prospective as-
signments only and does not include
cases previously assigned hearing dates,
The hearings will be on the issues as
presently reflected In the Official Docket
of the Commission. An attempt will be
made to publish notices of cancellation
of hearings as promptly as possible, but
interested parties should take appropri-
ate steps to insure that they are notified
of cancellation or postponements of
hearings in which they are interested.
MU 125368 (Sub-No. 17), Continental Coast

Trucking Co., Inc., and MC 141430 (Sub-
No. 4). Trans-Continental Express. Inc,,
now assigned December 6, 1977 at Dallas,
Tex., will be held in Room 5A15-17, Federal
Building, 1100 Commerce Street.

MC 142672 (Sub-No. 2), David Benoux Pro-
duce & Trucking, Inc., now assigned Do-
cember 7, 197T at Dallas, Tex., will be held
in Room 5A15-17, Federal Building, 1100
Commerce Street. '

MO 141033 (Sub-No. 21), Continental Con-
tract Carrier Corp., now assigned Decem-
ber 12, 1977 at Dallas, Tex., will be hold fix
Room 5A157, Federal Building, 1100
Commerce Street.

M 123407 (Sub-No. 362), Sawyer Transport,
Inc., now assigned December 13, 1977 at
Dallas, Tex., will be hold in Room 5Ai--17,
Federal Building, 1100 Commerce Street.
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MC 129537 (Sub-No. 21), Reeves Transpor-
tation. Co, now assigned December 12,
1977, at Atlanta, Ga. is canceled and appU-
cation dismissed.

MC-C 9753, Direct Winters Transport Ltd.,
et al. v. Reliable Trnsport (U.S.) Ltd., now
being assigned January 5, 1978 (2 days) at
Buffalo, N.Y. in a hearing room to be later
designated.

MOC 123233 (Sub-No. 76, Provost Cartage,
Inc., now being assigned January 4, 1978
(I day) at Buffalo, N.Y. In a hearing room
to be later designated.

MOC- 12472, Spector Freight System, Inc.-
Control and Merger-Hennis Freight Lines,
Inc. of Nebraska and Control-M&M Tank
Lines, Inc., M&M 'ank Lines of Virginia,
Inc., Hennis Freight Lines of Canada Ltd.,
now being assigned January 23, 1978 (1
week) at Chicago, Ill. i a hearing room to
be later designated.

No. 36643, Bloomers Shippers Association v.
Illinois Central Gulf Railroad Co., now
being assigned January 17, 1978 (4 days) at
Bloomington, Ill. in a hearing room to be
later designated.

MC 130438, Delores P. Larson, d.b.a. Ameri-
can Motor Coach. Tours, now assigned No-
vember 29, 1977, at St. Paul, Min ., will
be held in Courtroom 2, Federal Building.
316 North Robert Street.

MC 143041, Byron G. Davenport. d.b.a. Drill-
ing and Mining International, - now
assigned November 29, 1977, at Denver,
Clo., will be held in Division 2, Court of
Appeals, 4th Floor, 1961 Stout St.

BC 107515 (Sub 1096), Refrigerated Trans-
port Co., Inc.. now being assigned January
4, 1978 (1 day) at Atlanta, Ga., in a hearing
room to be later designated.

MC 136978 (Sub-No. 1), Hilltop Van Storage
Co., now assigned November 29, 1977, at
Columbus, Ohio, will be held in Room
235, Federal Building, 85 Marconi Boule-
vard.

MIC 124939 (Sub-No. 11), Food Haul, Inc.,
now assigned November 30, 1977, at Co-
lumbus, Ohio, will be held in Room 235,
Federal Building, 85 Marconi Boulevard.

MC 115730 (Sub-No. 31), The Mickow Corp.,
now assigned December 1, 1977, at Colum-
bus, Ohio, will be held in Room 235, Fed-
eral Building, 85 Marconi Boulevard.

MC 133570 (Sub-No. 5), Melvin A. Atkin,
d.b.a. Atkin's Trucking, how assigned De-
cember 2, 1977, at Columbus, Ohio, will
be held in Room 235, Federal Building.
85 Marconi Boulevard.

No. AB 19 (Sub-No. 36), The Baltimore &
Ohio Railroad Co. Abandonment near Wil-
lard and Sandusky-And Abandonment of
Operations-Over jointly owned with Nor-
folk & Western Railway-And trackage
rights-Over Consolidated Rail Corp. near
Sandusky in Huron and Erie Counties,
Ohio, now assigned December 5, 1977, will
be held n the Firelands Room of Firelands
Campus, the Firelands Extension of Bowl-
ing Green University, Ohio Route 2, By-
pass U.S. Route 6.

MC 135684 (Sub 40) Bass Transportation Co.,
Inc., now being assigned January 17, 1978
(I day at Chicago, Ill. in a hearing room to
be later designated.

No. 36667, Chicago & North Western Trans-
portatlon CO. v. the Belt Railway Co. of
Chicago, now being assigned January 23.
1978 (1 week) at Chicago, RIl. In a hearing
room to be later designated.

MC 120477 (Sub 2), International Transport,
Inc. Common Carrier Application. now
being assigned January 16,1978 (1 week) at
Boston, Mass. in a hearing room to be later
designated.

MC 66386 (Sub-No. 52), Belger Cartago serv-
ice, Inc., now assigned November 7, I97.
at Chicago, Ill., Is canceled and applica-
tion dismlszed.

MC 113855 (Sub 381), International Tranz-
port, Inc., now being assigned January 18.
1978 at the Offices of the Interstate Com-
merce Commisslon Washington. D.C.

IC 95876 (Sub 201), Anderson Trucking
Service, Inc, now being aslgned January
19, 1978 at the OMces of the Interstate
Commerce Commissonin Washington.
D.C.

MC 119641 (Sub 139), Rninglo Exprc=s, Inc.
now being assigned January 19,1078 at the
OMces of the Interstate Commerce Com-
mission In Washington. D.C.

MOC-C 9763, Home Transportation Co.. Inc.
v. Colonial Fast Freight LinE, Inc., now
being assIgned January 5, 1978 at the
Officea of the Interstate Commerce Com-
mission in Washington. D.C.

No. 36647, McComns Truck Lines, Inc. &
Metal Spand, Inc.-Investlgatlon of Prac-
tices. now assigned November 29, 1977 at
Dallas. Tex., will be held in Room SAIG-17,
Federal Building. 1100 Commerco Street.

MC 124947 (Sub-No. 55), MachInery Trans-
ports. Inc., now assigned December 1, 1977
at Dallas, Tex., will be held In Room &A15-
17. Federal Building. 1100 Commerce Street.

AB 12 (Sub-No. 20), Southern PacifiO Trans-
portation Co.-Abandonment of Its line of
railroad-In. Victoria, Goliad, Bee, San
Patrlclo, Jim Wells, Brooks, and Hidalgo
Counties, Tex.. and ED 28024, Southern
Pacific Transportation Co.-Trackage
Rights-Over Missouri Pacific Railroad Co.
between Harlingen and Placedo. In Cam-
eron and Victoria Counties, Te.M and PD
28078, Southern Pacific Transportation
Co.-Constructlon and operation between
lines of lissourl Paciflc Railroad Co. and
the Texas Mexican Railway Co. at Rob3-
town, Nueces County, Tex., now assigned
December 5, 1977 at Gollad Tex., will be
held In Jury Room, County Courtbouse,
Court Square.

No. FD 21215 (Sub-No. 2), Seaboard Coast
Line Railroad Co. et al. Investigation of
control and modification of traffic con-
ditions, FD 28417. Florida East Coast Rall-
way Company v. Seaboard Coast Line RR.
Co., et al., FD 28480, Southern Railway

'Company v. Seaboard Coast Line Railroad
Co. et al. and FD 25309 (Sub-No.1), Louis-
ville & Nashville Railroad Co. et al,-In-
vestigation of control and modification of
traffic conditions, now being assigned Jan-
uary 17. 1978, at the Oraes of the In.ter-
state Commerce Comm'Iion, Washington.
D.C.

MC 42000 (Sub-No. 5), Texas interstate Mo-
tor Express, Inc., nov" assigned January 16.
1978, at Austin, Tex., is canceled and appi-
cation dismiesed.

MC 107107 (Sub-No. 454), Alterman Trans-
port Lines, Inc., now assigned January 17,
1978, at Orlando, Fla. Is advanced to Janu-
ary 16, 1978 (1 week), at the Gold Key Inn,
7100 South Orange Blossom Trail, Orlando,
Fla.

H. G. Hoamm, Jr..
Acting Secretary.

[FR Doc.77-32308 Filed 11-7-77;8:45 am)

[7035-01 ]
[AB 18 (Sub-No. 21)]

CHESAPEAKE AND OHIO RAILWAY CO.

Abandonment Within the City Limits of
Cincinnati, Hamilton County, Ohio

OctoBEr 25, 1977.
The Interstate Commerce Commisslon

hereby gives notice that comments re-

5S233

ceived In response to the environmentaI
threshold assessment survey (TAS) in
the above-entitled proceeding have not
caused the Commlssion's Section of
Energy and Environment tp modify its
previous conclusion that this proceeding
does not represent a major Federal
action si niflcantly affecting the quality
of the human environment within the
meaning of the National Environmental
Policy Act of 1969, 42 U.S.C. §4321,
et seq.

Said comments have been responded to
in an addendum to the TAS which is
available upon request to the Office of
Proceedings, Interstate Commerce Com-
mission, Washington, D.C. 20423, tele-
phone 202-275-7011.

H. G. Ho , Jr.,
Acting Secretary.

[FR Doc.77-32305 Filed 11--77;8:45 aml

[7035-01 ]
FOURTH SECTION APPLICATION FOR

REUEF
Nov== 3, 1977.

An application, as summarized below,
has been filed requesting relief from the
requirements of Section 4 of the Inter-
state Commerce Act to permit common
carriers named or described in the appli-
cation to maintain higher rates and
charges at intermediate points than
those sought to be established at more
distant points.

Protests to the granting of an appli-
cation must be prepared in accordance
with Rule 40 of the General Rules of
Practice (49 CFR 1100AO) and filed by
November 23,1977.

PSA No. 43455-Soda Ash to Wezt Lake
Charles, La. Filed by Southwestern
Freight Bureau, Agent (No. B--712), for
interested rail carriers.

Rates on soda ash, in bulk, in covered
hopper cars, as described In the appli-
catiod, from Alchem, Stauffer, Tg Soda,
and Westvaco, Wyo., to West Lake
Charles, La.

Grounds for relief-Rate relationship.
Tariff-Supplement 311 to South-

western Freight Bureau, Agent, tariff
270-F, I.C.C. No. 4832.

Rates are published to become effec-
tive on December 13, 1977.

By the Commission
H. G. Hoanar, Jr.

Acting Secretary.
[FR D1377-32305 Filed 11-7-77;8:45 am]

[ 7035-01 ]
[Ex Prate No. 343]

NATIONWIDE INCREASED FREIGHT
RATES AND CHARGES, 1977

Oral Argument on NovemberS, 1977
NovEzwER 2, 1977.

By Petition filed September 26, 1977,
the Nation's railroads sought to increase
freight rates and charges from, to and
within all territories by 5 percent, effec-
tive November 30, 1977. To date 260 pro-
tests have been filed objectingeto this
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proposed increase. Many of these protests
question the interrelationship' between
the proposed general increase and the
new provisions of tre Railroad Revitaliz-
ation and Regulatory Reform Act of 1976
(4R Act), particularly in instances where
specific action has been taken by the
carriers under such provisions. These
questions include: should recent Yo Yo
filings be considered in determining
whether holddowns are appropriate?
What is the revenue impact of recent and
proposed selective filings?

The Commission, in Ex Parte No. 336,
has indicated its concern with the inter-

relationship. Accordingly, the Commis-
sion has determined to hold oral argu-
ment on November 8, 1977, commencing
at 9 am. to explore this matter and other
issues raised on protest, including the
carriers' progress in updating tariffs and
improving service.

One hour wIll be allocated for the car-
riers' presentation, any portion of which
may be reserved for rebuttal. Protestants
and other interested parties will be al-
loted a total of two hours. Matters al-
ready of record in the pleadings shall
not be repeated. To the extent feasible,

the parties are requested to consolidate
their positions and fairly apportion the
time between various interests. If agree-
ment can not be reached, the Commis-
sion will order such apportionment.

Parties who plan to participate In the
oral argument should as soon as possible,
but no later than November 4, 1971, in-
form the Commisslon, Room 5342, Wash-
ington, D.C. 20423.

H. G. Hom m, Jr.,
Acting Secretary.

[FR Doc.77-32307 Flld 11-7-77; 8:45 nm]
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sunshine act meetings
I.This section of the FEDERAL REGISTER contains notices of meetings published under the "Goverment In the sunshine Act' (Pub. L- 94-400)%
5 U.S.C. 552b(e) (3).

CONTENTS

Civil Aeronautics Board_ ........
Civil Service Commission ......
Federal Energy Regulatory Com-
" m ission .....................

International Trade Commission
Postal Rate Commission ---------
Tennessee Volley Authority ------

[ 6320-01]
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4
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7

CIVIL AERONAUTICS BOARD.

[I-76 Amdt. 31

DELETION OF ITEM FROx mm: Novzsmra 3,
1977 MEETING

TIME AND DATE: 10 a.m.-November
3.,1977.
PLACE: Room 1027, 1825 Connecticut
Avenue NW., Washington, D.C. 20428.

SUBJECT: (Deletion) 2. Docket 30555,
Motion of Texas International to relieve
its DFW-,AX economy fare from being
investigated in the Peanuts Fare Investi-
gation (Memo No. 7100-A, BLJ, OGC).

STATUS: Open.

,PERSON TO CONTACT: Phyllis T.
Kaylor, The Secretary, 202-673-5068.
SUPPLEMENTARY INFORMATION:
Subsequent to the staff's submitting its
recommendation to the Board in this
case additional 'ielevent information
has been received which might have sig-
nificant bearing on this case. In light of
this additonal information, it is neces-
sary to- delet& this item from the Novem-
ber 3, 1977 meeting and to reschedule
this item in the future. Accordingly, the
following Members have voted that
agency business requires the deletion of
item 2 from the November 3, 1977 agenda
and that no earlier announcement of
this deletion was possible:

Chairman Alfred E. Kahn
Vice Chairman Richard J. O'Melia
Member G. Joseph Minetti
Member Elizabeth E. Bailey

[S-1781-77 Filed 11-4-77;3:41 pml

[ 6320-01]
2

CIVIL AERONAUTICS BOARD

DELETION AND ADDITIONS IN THE
NOVEMBER 3, 1977 MEETING AGENDA

-TIME AND DATE: 10 a.m-November
3, 1977.

PLACE: Room 1027,- 1825 Connecticut
Avenue NW., Washington, D.C. 20428.

SUBJECT:- (Addition) 12a. Letter to
OMB on enrolled bill, H R. 6010, All-

Cargo Deregulation (Memo No. 7553,
OGC).

(Deletion) 20. Consumer Abuses by Tour
Operators (Memo No. 7497, BOE, BOR.
OGC, OCA, ODA).

(Addition) 21b. Dockets 31562 and 31572.
GIT and Special APEX fares proposed
by Polskie Linle Lotnicze (LOT), and
Holiday.group and individual fares pro-
posed by El Al (BFR).

STATUS: Open.

PERSON TO CONTACT: Phyllis T.
Kaylor,.The Secretary, 202-G73-5008.

SUPPLEMENTARY INFORMATION:
The Senate has passed H.R. 6010, All-
Cargo Deregulation, and House action Is
likely this week. When the bill has
passed both Houses, OMB will request
the Board's comments. Because of the
importance of this bill and since OMB
allows only 48 hours for comment, it is
desirable that the Board consider this
item on November 3,1977.

The staff had indicated that it would
have prepared for the Board's considera-
tion on November 3, 1977 material that
relates to item 20. The necemary ma-
terial will not be available before the
November 3. 1977 meeting. In order to
give the Board the benefit of all Infor-
mation on this item, It is necessary to
delete this item from the November 3,
1977 agenda and to revchedule this item
when all material Is available.

The tariffs on item 21b were posted on
October 21 and October 19, 1977, re-
spectively, and complaints received on
October 27, and October 25, 1977. Along
with other equally urgent matters, the
Board's staff has analyzed these docu-
ments and all relevant matters and will
submit its recommendations to the
Board for the November 3, 1977 meeting.
If the Board desires to suspend these
tariffs pending investigation, it must
submit its order of suspension and in-
vestigation to the President by Novem-
ber 4, 1977 or El Al's proposed fares will
go into effect. Although tho deadline for
LOT's fares is November 14,1977 but be-
cause there are similar Issues involved,
its filing will be disposed of concurrently
with El Al's

Accordingly, the following Members
have voted that agency businezs requires
the deletion of Item 20 and the addition
of items 12a and 21b in the November 3.
1977 agenda on less than seven days' no-
tice and that no earlier announcement
of these changes was possible:

Chairman Alfred E. Kahn
Vice Chairman Richard J. O'Mlella
Member G. Joseph Minetti
Member Lee R. West
Member Elizabeth E. Bailey

[S-1780-77 Filed 11-4-77;3:41 pml

[ 6325-01 ].

Nor.-Th1s document crIginaly appeared
at page 57781 In the FED=Rzcrx x for
I"riday. November 4. 1977.

CIVIL SERVICE COMMISSION.

TIME AND DATE OF MEETING: 9 am,
Friday, November 11, 1977.

PLACE: Commissioners' Meeting Room,
Room 5H09 (fifth floor) 1900 E Street
NW., Washington, D.C.

STATUS: Open.
MATTERS TO BE CONSIDERED:

The Commissioners will receive testi-
mony (oral and written) from Govern-
ment officials and others on a proposal,
"A Plan for Special Emphasis Employ-
ment Programs," developed by Vice
Chairman Jule M. Sugarman. The paper
discusses a plan to consolidate and im-
prove the Commission's activities with
regard to some 27 programs with special
emphasis on employment--such as selec-
tive placement of the handicapped, vet-
erans readjustment appointments, col-
lege work-study programs, equal oppor-
tunlt programs, and intergovernmental
mobility assignments. Adoption of the
propozal, with or without modification,
may follow discussion.

CONTACT PERSON FOR MORE IN-
FORMATION:

Georgia Metropulos, O lice of the Ex-
ecutive Assistant to the Commission-
ers, 202-632-5556.

Uin-E Sz Cvr SERV-
ICE COMMIssIOr,

JAtIES C. SRY-
ExecufieAssisant
to the Commissioners.

|S-17ZG-77 Flied 11-2-77:12:36 prl

[6740-02]
4

FEDERAL ENERGY REGULATORY
COMMISSION

FEDERAL REGISTER CITATION OF
PREVIOUS ,ANNOUNCEMENT:- (Pub.
October 31, 1977, 42 FR 57004).

PREVIOUSLY ANNOUNCED TIME AND
DATE OF MEETING: November 2,1977,
10 am.

CHANGE IN THE MEEING: The fol-
lowing Item has been Added:

Item No.. Docket No. and Company

P-15. -E-9599. Investigation of Major
Power Outages on Entire System of Con-
solidated Edison Co. of New York, July
13-14, 1977.

KENNETH1 F. PLUbzs,
Secretary.

[S-1779-77 Filed 11-4-77;2:09 pm]
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[ 8120-01 ]

INTERNATIONAL TRADE COMMIS TENNESSEE VALLEY AUTHORITY.
pOJJI

FEDERAL REGISTER CITATION OF
PREVIOUS ANNOUNCEMENT: 42 FR
57006.
PREVIOUSLY ANNOUNCED TIME AND
DATE OF THE MEETING: 4 p.m., Tues-
day, November 8, 1977.
CHANGES IN THE MEETING: Agenda
Item No. 4 (Proposed Canons of Ethics
for Commissioners-see action jacket
C03-77-5), previously announced as be-
ing open to the public, was closed to the
public by a vote of a majority -of the en-
tire membership of the Commission.
CONTACT PERSON FOR MORE IN-
FORMATION:

Kenneth, R. Mason, Secretary, 202-
523-0161.

[-1778-77 Filed 11-4-77;2:09. pm]

[ 77.15-01]

POSTAL RATE COMMISSION
TIME AND DATE: 8:30 a.m., Wednes-
day, November 9, 1977.
PLACE: Conference Room, Room 500,
2000 L Street NW., Washington, D.C.
STATUS: Closed.

MATTERS TO BE CONSIDERED:

1. Personnel rules and practices. Closed
pursuant to 5 U.S.C. 552 b(c) (2)
CONTACT* PERSON FOR MORE IN-
FORMATION:

Ned Callan, Information Officer, Postal
Rate Commission, Room 500, 2000 L
StreetNW., Washington, D.C. 20268
Telephone 202-254-5614.

K [S-1777-77 Piled 11-4-77;11:58 am]

None.

58236-58264

[ 7020-02 ]

[Meeting No. 1184] None.

TIME AND DATE: 10:30 am., Thurs- G-REAL PROPERTY TRANSAOTIONS
day, November 10, 1977. 1. Resolution relating to deed modilfl-
PLACE: Conference Room B-32, West cation for highway and bridge expansion
Tower, 400 Commerce Avenue, Knoxville, - affecting 0.70 acre of Cherokee Reservoir
Tenn. land-tract XTCK-21.
STATUS: Open. 2. Fling of condemnation suits.

MATTERS TO BE CONSIDERED: H-UNCLASSIFED

A-PERSONNEL AcTioNs 1. Memorandum of Understanding be-
tween TVA and The Commonwealth of

None. Kentucky Department of Fish and Wild-
B-CONSULTnG AND PERSONAL SERVICE life Resources In development and pro-

CONTRACTS tection of fish and wildlife resources.
None. DATE: November 3, 1977.

C. PURCuASE AWVARDS The Board will also conduct the pre-
1. Req. No. 82205-Miscellaneous liminary rate review. In connection with

steel for reactor buildings for Hartsville the Board's quarterly financial, review,
and proposed Phipps Bend Nuclear information concerning current and an-
Plants. tielpated conditions and costs affecting

2. Req. No. 554730-Mobile hydraulic TVA's power operations and the ade-
crane for construction pool equipment. quacy of revenues to meet the require-

ments of the TVA Act and the tests and
3. Req. No. 822091--Station-post 1nsu1- provisions of its bond resolutions will-be

lators for Hartsle and Phipps Bend discussed with the Board. This Informa-
Nuclear Plants. tion will be considered by tho Board in

4. Req. No. 82-1100-Cooling towers for 'its later determination as to whether an
heat rejection system for Hartsville and adjustment of the rates and charges for
Phipps Bend Nuclear Plants. the sale of electric Power will be neces-sary during the quarter beginning Jan-

5. Amendment to contract with Bristol uary 1, 1978. The Board will complete Its
Steel and Iron Works, Inc., Bristol, Vir- quarterly review at the next meeting on
ginia, for structural steel liners for con- Wednesday, November 23, at 10:30 amn.
tainment vessels for Bellefonte Nuclear in Conference Room B-32, West Tower,
Plant, 400 Commerce Avenue, Knoxville, Ten-

6. Resolution relating to continuation nessee.
of emergency coal procurement for TVA CONTACT PERSON FOR MORE IN-
steamplants. FORMATION:

"E AJohn Van Mol, Dfector of Informa-
D--PROJECT AUTHORIZATIONS tion, or a member of his staff can re-

1. No. 3273-Automatic data acquisi- spond to requests for Information about
tion system for reservoir operations, this meeting. Call (615) 632-3257,

2. No. 3280-Acquisition of substation Knoxville, Tennessee. Information iS
site and transmission line rights of way also ayailable at TVA's Washington
for the Jackson, Tennessee, 500-kV sub- Office, (202) 566-1401.
station. [S-1776-77 Filed 11-4-77; 10:41 am]
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PROPOSED RULES

[4110-03]
DEPARTMENT OF HEALTH,
EDUCATION, AND WELFARE

Food and Drug Administration
[21 CFR Parts 601 and 610]

[Docket No. 77N-0091]
BACTERIAL VACCINES AND BACTERIAL

ANTIGENS WITH NO U.S. STANDARD OF
POTENCY

Implementation of Efficacy Review
AGENCY: Food and Drug Administra-
tion.
ACTION: Proposal.
SUMMARY: This Is a proposal to amend
the biologics regulations in response to
the report of the Advisory Review Panel
on the safety, effectiveness, and labeling
of bacterial vaccines and bacterial anti-
gens that have "No U.S. Standard of Po-
tency." In addition, on the basis of the
Panel's findings and recommendations,
the Commissioner of Food and Drugs is
announcing his conclusion that none of
these products is in Category I (safe, ef-.
fective and not misbranded) and that
certain products are in Category IMA
(on the market during further studies in
support of effectiveness) and is inviting
comments and the submission of views
and additional data on the classification
of these products. The Commissioner is
also announcing his conclusion of those.
products in Category 11 -unsafe, ineffec-
tive or misbranded) and in Category
33rB (off the market pending completion
of studies to determine effectiveness). On
or before December 8, 1977, the Com-
missioner will publish a notice of oppor-
tunity for hearing on his intention to re-
voke the licenses for these products.
DATES: Written comments by January
9, 1978.
ADDRESS: Written comments to Hear-
Ing Clerk (HFC-20), Food and Drug Ad-
ministration, Room 4-65, 5600 Fishers
Lane, Rockville, Md. 20857.
FOR FURTHER INFORMATION CON-
TACT:

John J. Singleton, Bureau of Biologics
(HFB-620), Food and Drug Adminis-
tration, Department of Health, Edu-
cation, and Welfare, 6110 Executive
Blvd., Rockville, Md. 20857 (301-443-
1920).

SUPPLEMENTARY INFORMATION:
In the FEDERAL REGISTER of February 13,
1973 (38 FR 4319),- the Commissioner
Issued § 273.245 (21 CFR 273.245 subse-
quently recodified as § 601.25 in the FED-
ERAL REGISTER of November 20, 1973 (38
PR 32048)) concerning procedures for
review of safety, effectiveness, and label-
ing of biological products licensed prior
to July 1, 1972. The biologics to be re-
viewed were assigned, pursuant to a re-
designation of panel assignments pub-
lished in the FEDERAL REGISTER Of June
19, 1974 (39 FR 21176), to one of the fol-
lowing categories: (1) Bacterial Vaccines
and Bacterial Antigens with "No U.S.
Standard of Potency," (2) Bacterial Vac-
cines and Toxoids with Standards of Po-

tency, (3) VIral Vaccines and Rickettsial
Vaccines, (4) Allergenic Extracts, (5)
Skin Test Antigens and (6) Blood and
Blood Derivatives.

Pursuant to § 601.25, the Commissioner
assigned responsibility for the initial re-
view for each of the products in these
categories to a separate independent ad-
visory panel consisting of qualified ex-
perts. The Commissioner charged each
Panerto: (1) evaluate the safety and ef-
fectiveness of the biological product, (2)
xeview the labeling of the biological prod-
uct, and (3) advise him on which biolog-
ical products under review are safe, ef-
fective, and not misbranded, in the form
of an advisory review panel report to the
Commissioner. The advisory review panel
was directed to Include in its r6port a
statement classifying products into one
of three categories.

Category I designates those biological
products determined by the Panel to be
safe, effective, and not misbranded. The
Panel statement may include any con-
dition relating to active components,
labeling, tests required prior to release
of batches, product standards, or other
conditions necessary or appropriate for
their safety and effectiveness.

Category II designates those biological
products determined by the Panel to be
unsafe or ineffective or to be misbranded.

Category III designates those biologi-
cal products determined by the Panel not
to fall within either Category I or II on
the basis of the Panel's conclusion that
the available data are insufficient to
classify such biological products, and for
which further testing is therefore re-
quired. Those biological products in
Category In for which continued licens-
ing, manufacturing, and marketing are
recommended are designated as Cate-
gory IIIA. Those biological products in
Category II for which revocation of the
license is recommended (and thus con-
tinued manufacturing and marketing
are denied) are designated as Category
IIIB. The recommendation for - either
Category lIlA or flp is based on an
assessment of the present evidence of
safety and effectiveness of the product
and the potential benefits and risks
likely to result from the continued use
of the product for a limited period of
time while the questions raised concern-
Ing the product are being resolved-by
further study.

To facilitate review of safety, effec-
tiveness, and labeling of these products
and to provide all interested persons an
opportunity to present, for consideration
by the Panel, the best information avail-
able to support the stated claims for
Bacterial Vaccines and Bacterial Anti-
gens with "No U.S. Standard of Po-
tency," the Commissioner solicited, in
the FEDERZL REGISTER of August 18, 1972
(37 FR 16690), submission of data perti-
nent of these products.

The Commissioner particularly notes
that some concern has been expressed
that information submitted to FDA pur-
suant to § 601.25 will become public In-
formation. Data and information sub-
mitted pursuant to the August 1972 no-

tice and falling within the provisions of
18 U.S.C. 1905, 5 U.S.C. 552(b), o 21
U.S.C. 331(j) have been handled as con-
fidential. However, with publication, of
this proposed implementation and the
full report of the Panel, such data and
information will, pursuant to § 601.25(b)
(2), be made publicly available Decem-
ber 7, 1977, and may be viewed at the
office of the Hearing Clerk, except to the
extent that the person submitting the
data and information demonstrates that
it still falls within one or more of the
confidentiality provisions. Accordingly,
comments concerning confidentiality
should be submitted by December 7, 1977.

In addition, during 1972, the Commis-
sioner issued letters to approximately 35
medical and scientific associations and
consumer group organizations requesting
that interested persons nominate quali-
fied experts to serve on the Advisory
Panel on Bacterial Vaccines and Bac-
terial Antigens with "No U.S. Standard
of Potency."

The Commissioner appointed the fol-
lowing Panel to review the data and In-
formation submitted, and to prepare a
report on the safety, effectiveness, and
labeling of Bacterial Vaccines and Bac-
terial Antigens with "No U.S. Standard
of Potency":
Panel Chairman, Richard S. Farr, M.D., Di-

rector, Department of Medicine, National
Jewish Hospital and Research Center, Pro-
fessor of Medicine, University of Coforado
Medical Center, Denver, Colo.

Randolph M. Chase, Jr., M.D., Associate Pro-
fessor (Immunology), Department of Med-
icine, New York University School Of Medi-
cine, New York. N.Y,

Susan Coons Dees, M.D., Professor of Pedi-
atrics (Allergy), Duke University School
of Medicine, Durham, N.C.

Harry A. Feldman; M.D., Professor and
Chairman (Infectious Diseases, Epidemiol-
ogy), Department of Preventive Medicine,
State University of New York, Upstate
Medical Center, Syracuse, N.Y.

Carolyn Coker Huntly, M.D., Professor of
Pediatrics, Bowman Gray School of Medi-
cine, Winston-Salem, N.C.

Peter E. Issacson, M.D., Professor and Do-
partment Head (Epidemiology), Depart-
ment of Preventive Medicine and Environ-
mental Health, University of Iowa, Iova
City, Iowa.

Paul P. Van Arsdel, Jr., M.D., Professor of
Medicine, Head, Division of Allergy, School
of Medicine, University of Washington,
Seattle, Wash.

Dr. Huntley resigned on August 7, 1073, and
subsequently was replaced by: Sidney
Frledlaender, MD., (Privato practice),
clinical Professor of Medicine, Wayne
State University College of Medicine,
Southfleld, Mich.

The Panel was first convened on Feb-
ruary 15, 1973, in an organizational
meeting. Working meetings were hold
on: February 16, March 16-17, May 18-
19, June 21-22, July 27-28, September
14-15, November 1-3, December '19-20,
1973; January 16-17, February 21-22,
March 29-30, May 10-11, June 21-22,
September 27-28, November 1-2, 1974;
January 24-25, March 10-11, May 2-3,
June 27-28, 1975; and January 29-30,
1976.

Two nonvoting liaison representatives
served on the Panel. James Turner, J.D.,
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nominated by the Consumer Federation
of America, served as the consumer rep-
resentative. John Adams, Ph. D., of the
Pharmaceutical Manufacturers Associa-
tion, nominated by a number of produc-
ers with products under review by the
Panel, served as the industry representa-
tive. Arthur Koch, Alice Shabecoff, and
Cathy Sulzberger served as substitutes
for Mr. Turner during his absences. Karl
Bambach, Ph. D., and Charles B. Cleve-
land substituted for Dr. Adams during
his absences. lorris Schaeffer, M.D., Ph.
D., participated in the Panel meetings in
his capacity as Director of the Office of
Efficacy Review, Bureau of Biologics,
Food and Drug Administration. Jack
Gertzog, Deputy Director, Office of-Effi-
cacy Review, Bureau of Biologies, Food
and Drug Administration, served as Ex-
ecutive Secretary of the Panel.

Paul Sheehe, D.Sc., was selected by the
Panel as its consultant in biostatistical
matters.

The following individuals appeared
before the Panel to express their view
either at their own or the Panel's re-
quest:
Harold Baer, Ph. D.
Solomon Barr, M.D.

Robert J. Beclcr, M.D.
Edward Buezcher, M.D.
Samuel J. DeCourcy Jr., D.Sc.
Thoq.a Ezperzen. Eq.
Eugene N. For, Ph.D.
Herman Friedman, Ph. D.
George Gala- o, PI. D.
Marvin P. Goff, D.V.M.
Winfld S. Hammond. MLS.
Carolyn Hardree. M.D.
Douglan J. Henne.y, Ph. D.
Jam(_ C. Hill Ph. D.
Julia R. Hoffmaun
Peter Hutt. Eq.
Ch rlea r. Manclar;:. Ph, D.
Francis Martini
Harry L. Mueller. M .D.
Jack Pavul:
Robert J. Price, D.M.
John Robbins. M.D.
Billie Rutt
Michael W. Rytel. M.D.
James W. Smith. Ph. D.
Gene H. Stollerman, M.D.
L. 0. Tlppett
J. V. Tornend. M.D.
Sheldon Wolff IM.D.

No person who so requested was denied
an opportunity to appear before the
Panel.

The following fIrms submitted data
and information relating to the indicated
products:

TABLE 1.-Products rcrletwd, Ilidr efinpoticani od Uircurp ucars

Ycir
Manufatuer Product Adviery rancl I1- Namni of omponmnts

produnct dz~crpllon c~d 2 o3 Urenx'A

CenterLaboratories, Allergenic Extsris of
Inc. Mixcd Respiratory

Bacieriq.

Delmont Lab- Staphago L.mte
oratories, Inc. (SPL) kype I.

LMy and Co ......

Staphagoly ate
(SPL) 1, Types I
and II.

Combined VaccineNO.4 with Catrt.

R!ipcr~i curtus an! I,- 0

A.
D. pasunh1e, 1, 11. am! XI...
K. 1partuicfnae Iwo f'ail.. _
.Y 1.1o~i~s..............

1. lY'1 by alyra!cnt

NIIt ur f Ty I rtdI11.. 1.)

H1cat-klcd:

rhaliq (V-151). ' M 'artdiahl..........(1913IK. piaaam. f.......... (VW')
I). pncao=,et..........(t915)
l Iepl ovoccl ...........
stnrhlycoa ......... ti'1

IriredVaccine No.4 11cat-kllled:
with I.. .nflucru(1(V..06). II. fntufne............(1915)

Respiratory UBA
(UBA-32).

Streptocowc.............(1115,
K.preunonl! ........... (tO
Stap.ylooo ..............
PncumococL. ............ jilC)

Undcnatured bartcLi anti- ,
Cells of:

Pncumcozo l.. ...... (193£
strcpt .cd...........( 1531)If.Eien at' ............ (19Z.-)

Stcjo!. auretii nd elba... (I3-9'

Staphylococcus- Undenatured bza tertl ni- 1913
Streptowccus UBA gens of: Starhyk1miac and
(UBA-48). streptoroci.

Staphylococcus
Vaccine V-563).

Heat-kluld: & lo .a 1915
aurus and rp!lcr. 2t.

Streptococcus Heat-killed: Streptococci 11-2
Vaccine (Intravo- (Clnwon and Weeberby).
nous) (V--677.

Ty& hold H Antigen
V-763).

Entoral (V-4"4 and
V-408).

Footnotes at end of table.

fA 11cxsl natnh le do frcr

1agzTCzl vac¢hrl3 =do

4. Matrctccccs cl.cra.

1131textal v.amrm made
f. lrabdrIalls

4 Ftr(p: oecxmm
6..orn kcenscir:

l"rldlander bacilrai.
.' uI. m T cs clxns.

11 . tczI. antizeaL3 nade

2. FX/!~o-U3.

. elnlrrsza ,t"es.

Infztluenla an.2de.

4. 31ta.xc"ca, ennuif.
5. Srer~accc re=

frm.a~n ue rn
1. aL%!ccn3eii.

a. S~r~;xxMZ aurrur.
strcp~ecce va~eine.

Fzl lar typho!d bxccilli an. 1131 I1-texWl vac:lne mda fromtg en. typh"!d b=l.
Contalns killed: DB= nicl va.cln made

from:
P n -L......... (115) 1. Pncumreccu_.
Streptoo.. ..... (lot) 2. St-ep!0ccccT.
If. influen.. ....... 1915) 3. Influenza bacllU .
X. catorrhaffs ........ .. . 119iS) 4. AILr':Cx s~ Waarrlsff,.
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Year
Manufacturer Product Advisory Pane 1I- Namc of ompnont

product description censed 3 as licensd

- H offmann Lab
tories, Inc.

ora- StaphylococcalBAC 3 Acellular BAG antigens from 19M0 Bacterial antigens made
Staphylococcts albts and from staphylococcus apo-
aureus. cdes.,

-Pooled Skin BAC s..- Acellular BAG from: Staphyl. 1956 Bacterial antigens made
ococcus altum and aureus and from:
P. vulgarta. 1. Staphylococcus.

2. Proteut rulgartb,
Respiratory BA.... Acellular BAC from: 1950 Bacterial antigens made

from:
Strep. pvogene8, faccals - 1. Streptococcus spclc&

and vlridans.
- D. pneuronlae ------------------ 2. Diplocccus pneumo

osiae.
Staph. albus and aureus ----------- 3. Staphylococcus spo-

Wes.
1. oi ---------------------------- 4. Eschertchta coll.
N. e.atarrhalts --------------------- 5. "eisserta atarrhalls.
H. tnfluenza -...------------------- 6. Haemopldlt influen-

zae.
Gram-Negative Acellular B AC from: 195 Bacterial antigens made

BAGC. from:
Ps. aerugtnosa -------------------- 1. Peudomonas aerugf-

nose.
E. cOl -------------------------- 2. Fchertcfa coli.
A. aerogeneas ---------------- - 3. Aerobater aerogenes.

Fooled Stock BAG , -Acellular BAC from: 1950 Bacterial antigens made
No. . from:

D.vneumonfae, 1, 3I, V, IDtplooetpneumaniae.11i, and XIV.
Strep. p'olenes, Grp. A 2. Streptococcus spccics.

Types 3, 10, 12, and
Granger.

Strep. viridans (R 1551 7, .....
1822and R 353).

Fooled Stock BAG',
No.2.

Hollhter-Stier ixed Respiratory
Division of butter Vaccine (idRV).
Iaboratores.

Bacterial Vaccine
T-50.

Bacterial Vaccine,
DlagnostteThera-
pdutlc.

bnstituto Staphylococcus

Staph. albusand aur ------------ 3. Staphylococcus spccles.
N.caarrhatta-------------------- 4.Nedsserla calarrhalls.
R. coil --------------------------- 5. cherlkhia coll.
H. tnjlueazae, typesa and -------- 0. Haemophilu. infltl.

b. I ezae.
Acellular BAG from: ' 1950 Bacterial antigens made

from:
D. pnuMonfae, III, VI --------- 1: Dipiloocceo pfn rom-

XIX. aoe¢.
K.pn;e uontae,A ----------------- 2. Kebsela p=enmo-

niae.
Strep. pyuoenes, 14,18,19 -------- - 3. Streptococcus spcies.
P. aeruvginosa --------------- ---- .4. Pseudomanas aerugt-

E. COll ------------------------ 5.Echerkhfa coll.
A. aeo-ene.--------------------0 . Aerebactor aerogenes.

Klledacterla: Bacteria vaccines made from:
Streptococi (pyogena, ei- (1928) 1. Strepococeus rtrldans.
dans and nonhemolytic). 2. Streptococcus non-

hemolytic.
3. Streptococcus pYogene3*

Staph. aurea (albus) - (1028) 4. Staphylcoccus aureua.
I( ) 5. Stapghtococcus albs.

N. ctontar ............--- (1953) 0. N seria cotarrhalls.
K. pnumoa-............-(1928) 7. Kiebsiellapneumonae.

-------- .---- .. .. - - - - - ---------- ....... 8 . D p lo cc s P n cu -

H. influzae .------------ (I ) 9. Haemophilta taJTU-
enzae.

Killed bacteria made to pre- (1928). Bacterial vaccine made from
scription. .Sirefltoccu3 pvogenes,

Killedbacteria: All licensed bacterial vac-
A. acrogenes ------------- (195) ciM with no U.S. stand-
C. p eudodipMercur ---------- ard of potency and those
D. peumontae, mixed ----------- bacterial produets licensed
E. coi. ..---------------------under the eneal ielr-
G. tetragena ------------- (1955) genie extract len.l,
H. influenzae ------------ (192)
H. pertwis ...................
K. pneu7noniae --------------------
V. catarrha ..------------ 928

P. vulgarfs -------------- 1955
P. aeruginosa-----------1955)
a9. enteri--dis ----- - 1955)
S. paratiphi ------------ 1955)
S. choUmtuellerf --------- 1955)
S. tYphosa --------------- 1955)
S. dyaenteriae ------------ . 11955)
S. flexner ---------------------- -
Staph. albuw and aureus... (1928)
Strep. fecalia, pvogene', ()

viridans and uonemo-
Ia icu4.

Staphstoceeu aureus-....1920 Staphylococcus toxoid,
Slerotcraplco Toxold "Sclavo."
Vaccinogeno
Toscano "Sciavo."

L derlo Laboratories Staphylococcus -.................-------- 1933
Div., American Toxoid!
Cyanind Coi (Digest Modifled). Staph. aureuw (1 straln) ._. Staphylococcus toxoldi(Fornalnizd ) Staph. auralJ (8 stains)
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Year
Manufacturer Product Advisory Panel It- I Namtn of campoRneTs

product 5lescrlptlon cend as 11censed

Parke, Davis and Immunovac Oral Killed bacteria: Dacriui vaccie mdl
Co. Vaccine. from:

D.p~nunonfae. 1. IT, 11, (1914) 1. Pnum.ccccuz.V iI, VMI, -xXV.
Sbt o hemolytic (1018) 2. Stptocccrna.

and nonermolytlc.
S..p. . .b.. and aure (1014) 3.S.'a ra cr.
.cafarr~ai/s ........ (1914) a. M icrccrcn cairret.5.

H.influmri=c . (1914) r. Tflluer.za b=.111".
. umone.... 1914) 7. Frinl-Lndcr bacil!u..

C.dip~rof ............ (1910 8. zuldodiphth tnia b3-clhL 1
ImmunovacRespira- Killed bacteria: Bztcteial antlZcn made from:

tory Vaccine(arenteri). D. pneumoniae, i. I, I, (1093) 1. Pr nccoccus.
V, VII, VIII, IX.

Strep., hemolytic and non- (110-) 2. Streptcazcreu
bemolytic.

Stap. citeus and ourui.... (39 3.So scuac .
............ 4. &'iI sl=t .rA avrmrs.

. a r ----- .... . (133) 5. MAmI 'c usa ita ' .
11. influcae ----------. (1--I) G. influrnza rbzMU.
K. pneurnontae ................... 7. FrinItandr b-ilhus.

b Fscudo ltr'h iaC. dl?.r .......... 8 bail-us.~hte.

Mixed Infection Extract solution of: Modiled butamnl anf.-xs
Phylacogen. E. o e ....................F I C b

D. pnmmon a, I1, X. Sn L Ca:na tc. ss.17o VZIII, andNXI .. .. ..... 2. Prtntam==."
Staph. albua and aurew ....... (1 3) 3. &phYcx etz.
Streptoeoccl, hemolytic and )19) 4. &'a n rcar

nonhcmolytlc. ,. Strcpt1oWncu.
.cafarrliimmu- Ectoantlgns from: B a nt~rsmadfro:
nogen (combined).

N. calrrh eis .......... (109,) 1. itrtcacs i.
D. pneumonfae, 1, I1 and (19-) 2. Pncuem! u.IlL
H. in(lu1ra) .............. Influc. baillus
Strzeptococci, hemolytic (E3 4. SIztr c pet.a

and rlonhemolytic.
Stap.. cts and curuna., (159-) . cp, ? , 1- t.a cIt,.

6. accn ctC S.,
2. atrrhali Vaccin Killed: Ilac-l-cul v-=6n3 m.a'o

(Combined). from:
X. cclerrhelfs........... (1911) 1. Mln'ccacui c2iorrlaiff.
K. pneumonfae ........... (1914 2. Frfdr1rt2ks.
D. pjenmnoae, 1. I, Ill, (10143 3. Pnecc, .
v, vIT, qill, XIV,.

Streptococcus hemolytic and (1918) 4. Stir pitwzLw.
nonhemolytlc. I

Slap u. aut and aurte... (1914) Z. -to ca-- c a
fl. MaAFI=-tars atuv*,s

C. dipMeraold .......... (191o) 7..i. l.rts

H. influenzae .............. (1014) 8. Inilucraz c lllu3.
Streptococcus Irm- Eeoantigens from: Betal antigen umld from

snunogen, Arthritis Six nnhemolytlc and 1018 strupoae
( . 7). three beta hemolytic

streptococcal strair
'ravenol Labora- Firemen (Psu- fixtureof poly earddo and 1952 r=udam nas palyc Iuh.

tories, Inc. domonas poly- nuclic adds derived from ride.
saccharide). pseudomonas.

2 SPL said to contain live polyvalent staphylococcal bactertophage and products oE bztdcr5o9!vt-,aI Media.
SYear component licensed indicated in parentxesvs.
3BAC=Bactefial Antigen Complm
S(1955=fecalis; 1928 for remainder.)

The Advisory Panel appointed to re-
view data and information concerning
safety, effectiveness, and labeling of Bac-
terial Vaccines and Bacterial Antigens
with "No U.S. Standard of Potency," has
completed the review and submitted the
following report:

BASIS OF EVALUATIOn

About a century ago it was established
that some diseases were caused by mi-
crobes; somewhat later, it was shown
that certain infections could be pre-
vented by properly prepared and utilized
vaccines. Once these observations were
accepted, the pendulum swung from an
attitude of skepticism to a belief that it
was only necessary to identify the of-
fending microbe, prepare and inject an
appropriate vaccine, and a wide variety
of diseases could be prevented, ameli-

orated, or cured. Were this simplistic
version of the host-parasite relationship
invariably true, "colds," rhinitis, sinus-
itis, sore throats, pustular acne, bron-
chitis, recurrent bolls, and "intrinsic or
infective" asthma would not remain as
man's common afflictlons.

The bacterial vaccines and antigens
reviewed by the Panel are most commonly
prescribed for the treatment or preven-
tion of persistent (or recurrent) respira-
tory, arthritic and skin ailments. They
consist of whole bacterial cells or ex-
tracts, modified bacterial antigens, al-
tered bacterial toxins, and other material
derived from bacteria, whiclf are gen-
erally unproven to be related to the
symptom-complex in question. It should
be emphasized that they were originally
developed when acceptable documenta-
tion for product safety and effectiveness

often consisted of clinical impressions,
testimonial evidence, or other anecdotal
and equivocal information. Partly be-
cause of major scientific and technical
advances (e.g., antibiotics,) and partly
because standards for well-controlled
evaluations are now more stringent than
when these products were originally li:
censed and made available, the Panel
was charged to review them for their
safety and effectiveness according to cur-
rent scientific standards.

Since many of the bacterial products
and vaccines under assessment are pur-
ported to confer immunity and/or ame-
liorate bacterial allergies, it is appropri-
ate to define the terms "immunity" and
"allergy" as viewed by the Panel.

1. "Immunity" may be defined as the
ability of the individual to resist or to
overcome an infection. This may be in-
nate or acquired. For most infectious dis-
eases, immunity is generally acquired
during recovery or Induced by the ad-
ministration of vaccines prepared from
inactivated or live microorganisms of
modified disease-producing potential or
specific antigen(s) derived from them.
The purpose of immunization therefore-
Is to provoke a specific immunologic
response to a selected microbial agent or
its antigen(s) with the expectation that
this will result in humoral (protective
antibodies in the blood), or secretory, or
cell-mediated immunity. While such pro--
tection may diminisb with time, sufficient
residual immunity usually remains so
that the individual responds to future ex-
pocures to the same stimulus with a
rapid return of the immune response be-
cause of the heightened reactivity of his
antibody forming, phagocytic. and other
cells that mediate the immune mechan-
ism.

For those diseases in which the role
and manner of immune responses are
clearly definable, methods for such pre-
vention have been readily devised. In-
deed, safe and effective vaccines with
U.S. standard of potency have been pro-
duced which, with adequate immuniza-
tion programs, have been responsible for
the marked reduction or elimination of
such previously common diseases as
smallpox, measles, diphtheria, tetanus,
polio, and yellow fever.

Certain Infectiou diseases present
special problems that impede the deveh_
opment of effective vaccines. One such
example Is infection with salmonella
bacteria; the salmonella group of orga-
mism Is composed of a multiplicity of
antigenic varants or strains numbering
In the hundreds. Among the respiratory
d1zeases, the "cold" viruses (rhino-vi-
ruses) and pneumococci present a simi-
lar problem. Recovery from infection
with any one type of organism leaves the
person vulnerable to the others.

In addition, antigen-antibody immune
mechants are not well understood in
all diseases caused by microbial agents.
Immune responses to some antigens may
be absent, meager, or ephemeral. In ad-
ditlon, the pathogeneses of some diseases
alleged to be induced by bacteria, e.g.,
asthma, are poorly understood and in-
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fection may play only an insignificant uveitis, glomerulonephritis and anglo-
role In their etiology or course. The pres- edema.
ence of the organism, or its antigens, AREAS OF PANEL CONCERN
may sometimes be adventitious or part of
a complex cycle in the evolution of the A major problem for the Panel was
disease syndrome in question. In certain that the Information available often was
situations, unfortunately too often In re- inadequate to characterize the effects of
currentr and chronic Infections of the these products in man. If a product were
respiratory tract and occasionally of the-potent as an antigen it could: (1) Induce
skin, the exact host-parasite relation- immunity, (2) diminish allergy as de-
ships of the presumed offending orga- fined by the Panel, or (3) produce or en-
nisms are so obscure that the factors hance allergy. Hardly any information
that determine Infection and resistance could be identified on the use of these
remain undefined. products that would permit the estab-

Thus, many diseakes such as "colds," lishment of the conditions-that favor the
rhinitis, infectious asthma, uveltis, and first two.possible effects over the third.
rheumatoid arthritis for which treat- -To complicate the situation further,
ment with "bacterial vaccines and anti- -different microbes vary In their-disease-
gens" Is recommended are-of unknown producing capacities. Some accomplish
etiology or, at best, of obscure pathogene- this by an antiphagocytic effect of their
sis. Moreover, diagnoses of these diseases polysaccharlde capsular material, others
frequently are unsupportable with objec- by secreting exotoxins (often with the aid
tive data. Since it has been demonstrated of their own parasites) or by releasing
that certain types of treatment are use- endotoxin. Most microbe disease-produc-

•ful In some diseases of unknown cause,' ing capacities are caused by unknown
It Is questionable whether it is always mechansims. Since numerous microbial
necessary to know the specific etiology of agents normally inhabit the respiratory
a disease to determine an effective treat- tract, the task of determining whether a
ment. The need to know the etiology may particular agent is pathogenic and' if so,
not apply to the products under review how often, can be formidable.
because of the complex natures of their In addition, there is reason to believe
target diseases, often chronic ailments than once an infectious disease is Ini-
with frequent spontaneous remissions_ tiated, vaccine can be no longer effec-
and relapses. Their symptoms are ll-de- tive because it has been proven to be at
fined and often equally characteristic of -best a preventive rather than a thera-
many other diseases. Furthermore, as peutic or ameliorative measure. Never-
with other illnesses, psychological fac- theless, the Panel discussed the possi-
tors In many maladies for which these bility that some infections, such as
products are recommended may be as- chronic sinusitis, may represent the
sociated with a placebo effect following combination of an Infective as well as rn
any therapeutic measure. It also is prob- allergic manifestation. Thus repeated in-
able that the populations with these dis- jections of a vaccine containing the of-
abilities are heterogeneous because their fending antigen may result in an altered
responses to a given treatment often are immunologic state and reduction of al-
unpredictable. lergic symptoms. Bowever, this premise

2. "Allergy" is currently defined as a remains to be demonstrated.
broad spectrum of untoward physiologic The Panel concluded that the effec-
events mediated by one or more immuno- tiveness and safety of treatment with a
logic mechanisms. Poison ivy and poison product for a given disease can be judged
oak reactions, serum sickness induced by properly by adequate and well-controlled
penicillin or horse serum Injections, and studies on populations of patients having
asthma induced by exposure to ragweed the most well-defined disease states and
pollen or dog dander are all considered carefully selected to be as homogenous as
to be "allergic conditions." possible. Such studies would demonstrate

This definition may seem too permis- effectiveness whether the mechanisms of
sive; but in fact it is very stringent be- action were by either immunization or
cause It requires than an immune mech- desensitization.
anism be involved In the immunopathol-
ogy of the disease. Indeed, its acceptance SPECIFIC PRODUCT CHARACTERISTICS
implies three criteria for establishing the While all licensed biologics are under-
definitive diagnosis of a symptomatic al- going reviews for safety, effectiveness,
lergic state: (1) Identification of the sus- and appropriateness of labeling at this
pected antigen, (2) proof of a causal re- time, the products assigned to this Panel
lationship between this antigen and the have several characteristics that distin-
sign or symptom under consideration, guish them from other categories of vac-
and (3) identification of the immunolog- cines and antigens. Some of these char-
Ieal mechanism involved and Its causal acteristics are:
relationship to the signs or symptoms. A 1. No additional standards or standard
strict adherence to these criteria would measures of potency now exist for any of
be of great assistance to the evaluations them. For practical purposes, it could be
of the pathogeneses of the disease states argded that demonstrated effectiveness
for which treatment with the products of the material in the treatment or pro-
reviewed by this Panel is recommended. phylaxis of a given disease state a priori

Experts disagree about the relative is a measure of potency. Nonetheless, the
roles of allergy, Infection and'immunity Panel believes that defined standards of
as defined by the Panel In such varied potency for these products are necessary
diseases as recurrent or chronic rhinItis, to establish that the microbial factors

claimed to be present are Indeed there
and in what concentration. Standards of
potency also are required for laboratory
tests to evaluate the relative quality of
different product lots and to correlate
component presence with elinical effec-
tiveness data.

2. A second characteristic of the prod-
ucts reviewed by this Panel is that most
were licensed many years before the bac-
terial vaccines for which there are stand-
ards of potency. This is of significance
for several reasons:

(a) Vaccines of recent origin were d6-
veloped for diseases whose specific etio-
logic agents had been Identified and
whose pathogeneses had been elaborated,
With rare exceptions, this cannot be said
for the biologics without standards of po-
tency. When many of the products re-
viewed within this report were first de-
veloped, many of the diseases for which
they were recommended were (and some
remain) of obscure etiology.

(b) It is apparent that the studies of
the newer products were relatively well
conducted In terms of scientific method-
ology, and good Information was pro-
duced which permits their usefulness or
harmful effects to be adequately as-
sessed.

(c) The specific Information available
for these biologics is inadequate. This in-
cludes frequently unstated rationales
for (11- Selecting component bacterial
strains and their etiologic relationships,
(2) justifying the use of multiple bacte-
rial species derived from normal respira-
ktory flora, (3) selecting a partoular
method for product preparation that in-
fluences Its ultimate quantitative and
qualitative antigenic contents, and (4)
recommending dosage and treatment
schedules.

3. The third characteristic 15 a lengthy
history of use. The Panel attempted to
identify Information that would corrob-
orate the testimonial evidence and un-
confirmed and uncontrolled clinical Im-
pressions that It received from both
producers and individuals. Alternative
methods for adequate and well-con-
trolled studies were considered and have
been described (21 CFR 314.111(a) (5)
(ii)). Among these were animal studies,
laboratory assay methods, serological
responses, and historical controls. None
of these alternatives was considered to
be sufficient to establish definitive effec-
tiveness, for reasons that will be dis-
cussed later.

SAFETY

A recurring question about safety
comes from the recommendation that
the "bacterial vaccines and antigens"-
under review be administered (usually
parenterally) repetitively over ex-
tended periods of time. Claims for safety
were based primarily upon the manu-
facturers' reliance on long marketing
experience and Infrequent 'physicians'
reports of adverse reactions, This might
have been satisfactory had there been
some evidence of systematic followup by
physicians for the late, and perhaps
subtle, adverse effects that might be
associated with repeated Inoculations,
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In view of what is known from labora-
tory studies about the potential risks
associated with repeated inoculations of
foreign substances, the Panel was left
with reservations about the long-term
safety of the subject products.

Another question of safety that sur-
faced repeatedly, as individual items
were reviewed, was their use in pediatric
populations. Specifically, only the most
limited information was available to
provide the basis for dosages, routes, and
recommended repetitive usage in
children.

PANEL SPECIIC PRODUCT REPORTS
AND REVIEWS

More detailed analyses will be found
In the Panel's general position -state-
ments and specific product reports. The
problems may be summarized as follows:

1. The etiologies and pathogeneses of
many conditions treated with "bacterial
vaccines and antigens" and the way in
which they might prevent or alleviate
the pathologic state are not well under-
stood.

2. The causal relationhips of the spe-
cies or strains of vaccine organisms (or
derivatives) to the diseases for which
they are prescribed are generally un-
clear.

3. Standards of potency are needed,
Including precise identification of the
contents of the finished products.

4. Patients treated for many of the
recommended conditions represent high-
ly heterogeneous subgroups whose con-
ditions and symptoms are noticeably
labile and difficult to characterize ob-
jectively. These subpopulations should
be defined and identified.

5. Data on the rate and significance
of spontaneous remissions in the chronic
disorders fdr which these products are
used are not available.

6. The rationale by which the selection
of bacterial strains for incorporation
into a given product often was either
not clear or not stated.

7. The need to include different bac-
terial strains (and species) into one ve-
hicle was not documented.

In reviewing the submitted data and
preparing its report, the Panel applied
the definitions of standards for safety,
effectiveness, and labeling that are spec-
ified in the regulations governing the re-
-view procedures under which its report
was prepared (21 CFR 601.25(d) (1)
through (5)).

The Panel cannot recommend waiver
of these requirements on the basis of
claims that a controlled clinical trial is
not feasible because of lack of funding,
lack of ifiterest, or difficulty in obtaining
a sufficient number of patients.

In essence, three basic questions were
asked by this Panel for each product re-
viewed:

(1) Does the final product, as ad-
minitered to the patient contain the
active ingredients that are said to be
present?

(2) Has the active substance been
clearly shown to be safe in a defined
population?

(3) Has it been clearly demonstrated
that the active agent Is effective for E-
ifred indications under defined condi-
tions?

Theoretically, It may not appear dLM-
cult to outline a set of scientifically
sound criteria with which to determine
the safety and effectivenes of a preven-
tive or therapeutic agent. Practically,
this has been relatively easy for some
products, for example, poliovirus vaccine.
This has not been done for most of the
products under consideration in this re-
view; the development of such criteria
constitutes a formidable but mandatory
task.

PANEL RECOWATENDATIONS ANT
CONCLU sIOnS

Because evaluation of the questions
cited above may be beyond the capability
of some of the manufacirers involved,
the Panel recommends to the Commis-
sioner of Food and Drugs that the Fed-
eral Government undertake or sponsor
some of the required studies. This recom-
mendation would be consistent with the
review procedures as described in the
Code of Federal Regulations (21 CFR
601.25(h) (1)), which state that "the
Federal Government may undeitake the
studies." This recommendation is made
because of concern that there may exist
a subpopulation of patients that might
conceivably benefit from these products.
Another reason for Federal support for
research in this area Is that data re-
sulting from some of the more recent
studies conducted with a few of these
products may be interpreted to indicate
that cell-mediated immunity may be
altered by the use of bacterial vaccines.
Such information, if verified, could have
some theoretical implications for the fu-
ture use of some of the products under
review.

The Panel realizes that research in this
area would compete for Federal sponsor-
ship with many high-priority research
areas, but if a large number of illnesses
are indeed allergic states caused by bac-
terial antigens, then this too is a high-
priority area. It Is estimated that 15 per-
cent, or more than 30 million Americans,
experience significant allergic Illnesses
and that at least 4,000 deaths a year may
be attributed to asthma. HospitaligAtion
costs for 1972 were more than $60 mil-
lion for allergy-related sicknesses and
close to $150 million are spent for pre-
scription drugs to treat allergic diseases
annually. Thus the .illnesses for which
the products under review are used are
not insignificant in terms of morbidity,
disability, mortality, and cost.

The Panel on Review of Bacterial Vac-
cines and Bacterial Antigens with "No
U.S. Standard of Potency" evaluated the
data submitted in support of the licen-
sure of each of the products listed in
Table 1 in this preamble.

After completing a product-by-prod-
uct review, the Panel assigned each prod-
uct to one of the following three Cate-

gorle3 required by existing regulation
(21 CM 601.25(e) (1) through (3)) :

Category I. Biolozical products de-
termined to be s3fe and effective and not
misbranded.

Category It. Blolo-ical products de-
termined to be unsafe, ineffective, or
misbranded.

Category III. Biolozical products de-
termined not to fall within either Cate-
gory I or II on the basis of the Panel's
conclusion that the available data are
Insufficient for their classification and
for which further testing is therefore re-
quired. For those products judged to be
in Category Irr, the Panel was asked to
recommend whether their licenses Should
be retained (Category IIA) or revoked
(Category 3IB) while adequate data
concerning safety and effectiveness are
generated under controlled conditions.
The product license will not be revoked
"where the Commissioner determines
that the potential benefits outweigh the
potential risks" under § 601.25(f) (3) of
the regulations (21 CFR 601.25(f) (3)).

The discussions that follow include a
series of position statements that form
the basis for the Panel's recommenda-
tions and the detailed individual reviews
of each product. Generic-type assess-
ments were attempted, but the Panel
concluded that most of these prod-
ucts were essentially single-class items
and did not readily lend themselves to
such groupings. The Panel concluded
that for specific products for which there
are little or no data, it would be unwar-
ranted to assume a generic similarity to
those for which there might be sufficient
data to permit their retention pending
the completion of further evaluations.
The safety and effectiveness of biologic
products can be significantly affected by
variations in, for example, the bacterial
growth media used; the-sources of seed
cultures and the strains used; the meth-
ods of growing, harvesting, and inacti-
vating the organisms used for biological
products; and the method ol preparing
the final product. If data for a specific
product are lacking, benefit-risk assess-
ments cannot be made objectively, leav-
ing the Panel with no alternative but to
recommend Its removal pursuant to
§ 601.25(e) (3) of the regulations.

Therefore, the Panel recommended
that some products be allowed to remain
on the market pending completion of ad-
ditional tests and that others, which may
superflclally appear similar, have their
licenses suspended pending the comple-
tion of further studies. In any case, the
Panel is unalterably opposed to the fu-
ture use of any product of imprecise na-
ture and strongly recommends that ac-
tion be taken to assure that standards of
potency will be developed within a rea-
sonable period for those items whose
continued availability is permitted.

The Panel has arrived at these deci-
sions after much discussion and thought-
In categorizing products, it risks leaving
the impression that it is unaware of cur-
rent research In the development of new
vaccines for some organisms which are
included in these products, such as H.
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influenzae, type b, pneumococcl, the Mf-
proteins of Group-A -beta hemolytic
streptococci and others.

The cross antigenicity between orga-
nisms and shared antigens has been
shown to have a potential for benefit as
well as for adverse effects. An example of
potential benefit could be the shared an-
tigenlelty between certain strains of E.
coli and H. influenzae, type b. There is
currently research interest In using this
cross antigenicity as the basis for pro-
ducing better immune responses to H. in-
fluenzae vaccines. This then, could pro-
vide a rationale for testing the effective-
ness of E. coi in certain preparations
where its presence at first might seem 11-
logical. This same relationship may be
expanded to Include many other shared
antigens.

The Panel also is cognizant of the wide
spectrum of immunological capabilities-
and sensitivities that all persons possess.
Current research suggests these may
have a genetic basis, which could explain
the variation in therapeutic responses
suggested by some of the clinical impres-
sions of the effects of the vaccines.

The intense activity that currently
characterizes the fields of immunology,
microbiology, and genetics may lead to
clarification of the contradictions and
obscurities in the usage of bacterial vac-
cines for the disorders for which they
were devised and recommended in the
past.
EXTENT TO WICH PRIOR USE OF THESE

PRODUCTS CAN BE USED TO SATISFY
PRESENT STANDARDS OF SAFETY AND EF-
FECTIVENESS

Justification for placing products in
Category IA is presumptive evidence
of effectiveness and safety. Although not
clearly stated, the implication is that
such suggestive evidence can be largely
derived from the fact that many of the
products have been widely used for many
years and that although systematic rig-
orous trials may not have been done, the
lack of reported dangerous side effects
over a period of many years indicates in
itself at least a certain degree of safety.
Effectiveness can be looked at in the
same way, in that continued use over
many years by licensed physicians would
presume some degree of effectiveness.

These contentions are quite reason-
able, provided there is some evidence to
show that the product, in fact, has been
widely used, that careful clinical judg-
ment was exercised, and that adverse
effects, if present, would have been re-
ported. The crucial task presented to the
Panel then became an evaluation of the
strength of the data that have accumu-
lated as a result of the widespread hu-
man use in the years between initial
licensure and recent revision of stand-
ards. The purpose of this position state-
ment is to describe the considerations
used by the Panel in evaluating the va-
lidity of past use as a measure of safety
and effectiveness. It has been prompted
in large part by the expressed fears of
many practicing physicians that Panel
members will make arbitrary decisions

and that the findings of doctors "ho
have used these biologicals for many
years will be discounted without careful
consideration. This is not the intent of
the Panel, and one purpose of this state-
ment is to allay any such fears.

DETERLINATION OF USE
Compilations of testimonials from

practicing physicians do indicate some
degree of acceptance and are of value to
the Panel, but their significance is
limited. Other measures, also of limited
significance, which have been considered
by the Panel, are sales volume, recom-
mendation both in standard medical
texts and by study groups of specialty so-
cbieties, and use in teaching hospitals.
This information, with the exception of
sales volume data, is available from the
files of this Panel and can be viewed on
request at the office of the Hearing Clerk,
,Food. and Drug Administration.

EFFECTIVENESS

For the biologicals which this Panel
reviewed, the bulk of the effectiveness
data consists of either statements by in-
dividual physicians, collections of case
reports, or uncontrolled, clinical trials.

In evaluating -these biologicals, it is
essential to keep in mind that there are
two basic questions involved in deter-
mining their effectiveness. These are
clinical judgment and causal relation-
ship:

1. Clinical judgment. Is the evidence
that an effect occurred following admin-
istration of a biological based on sound
clinical judgment?

(a) Is the determination of response
based on objective data? Impressions
gained solely from subjective patient re-
sponses may be valuable in certain cir-
cumstances, 'but are less useful to the
Panel than objective critEria.

-(b) Have the clinical findings been
systematically recorded? General un-
supported statements stating only that
"good clinical responses were obtained"
were reviewed by the Panel as additional
evidence, but could not be used to sup-
port effectiveness (see 21 CFR 601.25-

'(d) (2)).
2. Causal relationship. Is the clinical

effect causally related to the action of
the product? In the absence of double-
blind and placebo-controlled trials, other
factors can be used to make judgments
on causal relationships. Specific ques-
tions the Panel considered were:

(a) What is the natural history of the
disease to be treated? This critical ques-
tion to a large extent determines the
need for controlled studies. Certainly,
when a disease has a uniformly poor
prognosis and administration of a bio-

.logical improves the clinical state, a
causal relationship can be 'inferred on
the *basis of clinical data alone. On the
other hand, some diseases are subject to
frequent spontaneous cure or remission
and others are known to be strongly in-
fluenced by psychologic factors. It is for
these that controlled studies are neces-
sary since clinical judgment alone can-
not determine causal relationships.

- (b) Are the results reproducible? Data
obtained by a single study or investigator,
regardless of competence, can only be
considered suggestive.

(c) How strong is the association? A
marked and uniform association of clini-
cal response with administration of a
biological gives greater confidence in in-
ferring a causal relationship.

(d) How specific is the association?
Biologicals may have diverse effects, but
one that appears to do all things for all
people must be regarded with some sus-
picion.

(e) Are the beneficial effects observed
derived from other therapeutic measures
being carried out simultaneously with
administration of the biologic products?

(f) Is the explanation for its effect
plausible? A clear scientific basis, al-
though not essential, gives strength to
the assumption of effectiveness of any
biological.

SAFETY
It could be logically presumed that

physicians would not continue to use any
biological that. has an obviously un-
favorable risk/benefit ratio. The problem
faced by the Panel, however, is that
safety or danger can be viewed as a mat-
ter of degree, and that lesser degrees of
danger may not become obvious under
normal conditions of use. There are sev-
eral possible reasons for this inability to
recognize dangerous effects, all of which
must be considered by the Panel and
weighed for each biological under review,
These are:

1. There is no effective mandatory sys-
tem for the reporting of adverse reac-
tions. Under-reporting has been docu-
mented for a wide variety of products,
and its existence must be assumed.

2. The practicing physician sees only
a limited number of patients and will
identify only adverse reactions that oc-
cur at a high rate, even if he can retrieve
information from all patients. The ac-
cumulation of reports from a single
practice might not uncover reaction rates
as high as 1:1,000.

3. Patients with severe reactions may
not return to the same treatment situa-
tion, further diminishing the likelihood
of discovery and reporting. While well-
designed clinical trials make provision
for followup of dropouts, this situation
Is generally not feasible In any individual
private practice.

4. If adverse reactions show varied
clinical manifestations, as may be qeen in
Immunopathologl conditions, it is more

'difficult to recognize their relationship to
the administered biological.

5. The likelihood of noticing a causal
relationship Is inversely related to the
elapsed time between the administration
of a biological and the onset of adverse
effects. This point becomes of particular
importance in judging possible long-term
consequences.

6. Adverse reactions that are exaggera-
tions of already present symptoms of tho
clinical state being treated, or which
mimic them, are less apt to be noted and
reported as adverse reactions. Instead,
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they may be regarded as natural conse-
quences of the disease being treated.

All of the above features have been
considered bY the Panel, since all tend to
reduce the likelihood of becoming aware
of possible adverse or dangerous effects.
It also should be noted that the reverse
situation, i.e., reported associations of
adverse effects with biologicals, must be
subjected to the same type of scrutiny.
The appearances of untoward symptoms
at or near the time a biological product
Is administered does not in itself estab-
Uish a causal relationship. The same
causal factors must be considered as were
addressed above concerning effectiveness.

Many factors are used to evaluate safe-
ty and effectiveness, only one of which
is many years of prior use without re-
corded Ill effects.

I. The fact that a biological has been
used for many years does not of itself
provide the basis for continuation of us-
age under new standards. Rather, the
circumstances of Its use must be ex-
amined. For Illustration, two extremes
can be considered:

(a) A biological may have demonstra-
ble widespread acceptance and use; the
natural history of the disease for which
It is employed is predictable and relative-
ly uniform; the clinical picture is well
documented by modem clinical stand-
ards; and systematic observations of pos-
sible side effects have been made. Under
such circumstances, the Panel could re-
gard the intervening years of use as pro-
viding an acceptable indication of safety
and effectiveness, despite lack of exten-
sive double-blind controlled trials.

(b) A biological has been used at a low
frequency rate in conditions that have
high rates of spontaneous variation in
which clinical effects cannot be objec-
tively determined; the period of usage
would have little Influence on present
safety and effectiveness considerations.

2. There is no simple answer to the
question as 'to how much the Panel
should ascribe to the prior experiences
of practicing physicians. Such extensive
physician experience is of considerable
Importance and has been carefully con-
sidered. Any just and fair recommenda-
tions must be based on skills from a va-
riety of disciplines and should reflect no
single outlook or attitude. The Panel
considered the data available from all
sources, carefully weighing and balanc-
ing the various points of view in an ef-
fort to arrive at just and fair recom-
mendations.

DnFZEENTIATION BETWEEN PRODUCT
STMMnms s-m PoTEcY

Most of the bacterial vaccines and an-
tigens with "No U.S. Standard of Po-
tency"-originated when taxonomic clas-
sifications based upon morphology, mo-
tility, colony tharacteristics, growth re-
quirements, metabolic patterns, and
staining properties were the principal
means available for the identification of
microorganisms. Virulence in humans

and/or animals sometimes provided an
additional parameter for identification.
Standardization of contents usually was
based upon the Initial number of organ-
isms per milliliter that went Into the
production of the product.

The conditions under which the strains
of bacteria were maintained in the pro-
ducing laboratories have not always been
such as to ensure stability of their bio-
logical characteristics. Multiple transfers
on artificial media provide opportunities
for changes among the bacteria thus
propagated. It has become apparentwith
the accumulation of knowledge of the
capabilities of icroorganisms to mutate,
to transfer genetic material sexualy
and to form protoplasts, and as unique
products such as specific carbohydrates,
proteins, liplds, toxins and endotoxins
have been more precisely defined, that
there must be concern with far more
than the number of dead cells (or prod-
ucts thereof) that are in a given volume
of a vaccine or antigen.

Effective standardization of content
does not necessarily guarantee "potency."
Potency Is legally defined in 21 CFR
600.3's) as follows:

The word "potency" i- Interpreted to mean
the specific ability or capacity of the product.
as Indicated by appropriate laboratoryests
or by adequately controlled clinical data ob-
tained through the administration of the
product In the manner intended, to effect
a given result.

Thus potency may be distinct from abil-
ity to prevent, ameliorate, or modify In a
beneficial way a disease state (effective-
ness). For example, a given antigen may
induce specific antibodies after a speci-
fied interval of time when administered
in a specified fashion. Whether such an-
tibodies prevent or alter the courze of
disease is a separate problem. To illus-
trate, agglutinating antibodies induced
by the antigen may be foundnot to corre-
late with the prevention or modification
of a given disease state. On the other
hand, serum neutralizing antibodies
might follow the natural disease, but not
administration of the antigen, and cor-
relate strongly with the ability of the
host to recover from or not to acquire a
particular disease. Thus evidence that a
substance is potent as an Immunogen
would be insufilcient to support effective-
ness, unless a previously established cor-
relation existed.

Potency Is an extremely Important as-
pect of the consideration of bacterial
vaccines and antigens for which there
are no U.S. standards. The primary at-
tribute, of necessity, Is that these sub-
stances be so safe as not to cause more
harm than benefit. The third desired
characteristic is effectiveness, but usual-
ly all three aspects are interrelated. Thus
it would be unreasonable to assume that
a vaccine or antigen of inadequate po-
tency would be effective, except perhaps
for a placebo effect. Consequently, the
establishment of potency is second only
to safety among the requisite attributes
of vaccines and antigens and when pos-
sible should precede attempts to deter-

mine effectivenezs. Exceptions, if any,
can be dealt with on an ad hoe basis.

How should potency be assessed? First,
it would seem reasonable to expect and
to require that whatever biologically ac-
tive ingredients are stated to be in a bio-
logical product are indeed present. In ad-
dition to this qualitative determination,
it is also necessary to know the concen-
tration of active ingredient(s) present.
As a consequence, general statements by
themselves that a vaccine or antigen con-
tains "those products which result from
the disolution of bacterial cells" are un-
acceptable. The substances considered to
be germane to the proposed function of
the product should be Identified as pre-
cisely as is consistent with current
knowledge. The statement concerning
their identification should be accompan-
led by some quantitative estimate of
their presence In the vaccine, however
that estimate Is determined. Whenever
possible, this should be on an absolute
weight basis; otherwise, It may be In
terms relative to some reference sub-
stance (activity) or even In concentra-
tions determined with a reproducible di-
lution system. Since the belief that these
products are biologically active is im-
plicit in the fact that they are marketed
and used, some indications of the effects
of the material in animals or man are
required. Determinations of effectiveness
ultimately must be performed in humans
who are at rLsk of acquiring the defined
disease state for which the product was
devised If it was meant to be preventive,
or who have the disease if the product
was meant to be ameliorative or curative.

For come of the products for which
there are no U.S. standards, the matter
of potency Is doubly complicated by their
recommended usaze as both immninfg
and dezensitizing agents. These appar-
ently quite different functions demand
quite different approaches and twts for
potency evaluation, although that of
Immunization or protection is not as.
complicated as is that for desensitiza-
tion. For the latter, presumably one is
dealing with diseases in which an aller-
gic reaction to an antigen is the heystone
of Pathogenesis. The function of the de-
-ensitiin substance presumably Is to
diminish the amount of antibody or other
receptors either attached to or con-
tained within sensitized cells. For safety,
the antgen dose which can be adminis-
tered to the host without ill effects, per
se, or aggravating the disease, must be
determined by trial and error during the
desensitization proce.s.. The same condi-
tions pertain for the determination of
the therapeutic doze.

There Is no suitable animal model for
most of these human diseases, and in
vitro testing has not produced acceptable
standards of potency for clinical use of
any product. Until such standards are
developed, proof of clinical effectiveness
may be the only reliable evidence for
potency.

From the foregoing, it is evident that
single component or single purpose prod-
ucts are more readily evaluated as to
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their potency than -complex, multipur-
pose, multicomponent vaccines. It can be
anticipated that there will be a direct re-
lationship between the number of con-

,ponents said to be present in a particu-
lar biological product and the difficulty
in establishing the "potencies" of these
components, individually and in combi-
nation. Moreover, without such determi-
nations it is diffcult, if not impossible,
to determine shelf life. While it might
not always be possible at any given stagd
of development to establish the potency
of each assumed component of a vaccine,
some must be measurable and standards
for them should be set. Ultimately, this
will not only have to be done product-
by-product, but component-by-compon-
ent as well. Otherwise, the products re-
main in continued use without reason
or substance, raising false expectations
on the part of both physician and patient
for prevention, amelioration, or cure.
Until products of reproducible composi-
tion are available, it would seem imprac-
tical to consider mounting human trials
of effectiveness.

STANDARDIZATION OF VACCINE OR

BACTERIAL PRODUCT CONTENT
To standardize the contents of these

biological products, the following shall be
required:

1. All bacteria (or the products there-
of) that are incorporated into "bacterial
vaccines, and antigens which have no
U.S. standard of potency" shall be iden-
tified in accordance with the nomencla-
ture employed in the current edition of
"Bergey's Manual of Determinative Bac-
teriologik", Williams and Wilkins, Wav-
erly Press, Mt. Royal and Guilford Av-
enues, Baltimore, Md. For the present,
the designations of specific strAins
hitherto in use should parenthetically
follow the definitive species name. Be-
cause of the constraints of printing
space, these parenthetical designations
would not be required on the label, but
would appear in the package insert and
in descriptive records supplied to the
Bureau of Biologics, Food and Drug Ad-
ministration. It would be expected that
justification for the use of specific strains'
would be available on request; that is,
evidence that a particular strain yields
a product(s) that is (are) more useful
in a given circumstance than other mem-
bers of the same species.

The use of standardized nomenclature
should make the product's contents more
readily discernible to the physician who
prescribes it, in articles in the scientific
literature, and for those persons charged
with maintaining surveillance of the
product's safety and effectiveness.

2. Seed and reference cultures shall
be maintained under conditions that fa-
vor stability of their biologic character-
istics using such methods as lyophiliza-
tion or storage in liquid nitrogen.

3. The bacterial strain used shall origi-
nate from a well-defined source, e.g., the
American Type Culture Collection, and
be maintained within a circumscribed

PROPOSED RULES

number of passages and in such a way
that periodic comparisons with the origi-
nal source can be made to determine'var-
iations. If changes are recognized, man-
ufacturing seed lotsvill be replaced from
the original seed.

4. Contents will be defined in quantita-
tive, physical, and chemical terms; bio-
logic activity shall be estimated by suita-
ble in vitro or in vivo systems to ensure
that conditions of growth or processing
have not resulted in undesired -altera-
tions in the final-product.

5. The possible interactions of active
components in a mixed vaccine shall be
evaluated to determine whether they
potentiate or vitiate each other's prop-
ertieg.

6. Preparations that do not contain
whole bacteria, but rather one or more
products or antigenic components of the
bacteria from which they are derived,

'shall have similar standards applied as
for whole bacterial vaccines. Their
sources shall be clearly designated, their
characteristics fully described and re-
corded, and their biologically active
principles defined in either or both
chemical and biological terms according
to generally recognized standards.

POTENCY
The following shall be required forthe

establishment of potency:
1. The biologically active ingredients

said to bepresent in a vaccine or antigen
shall be enumerated. This includes sub-
stances that are assumed to be present
but for which proof of identity is either
lacking or not possible..

2. Methods for detecting and measur-
ing each identifiable ingredient said to be
present in the vaccine or -bacterial prod-
uct shall be provided. If this is not pos-
sible, a reasonable explanation shall be
offered.

3. Methods for estimating the biologi-
cal activity of each measurable ingredi-
ent, both individually and in combiha-
tion, under suitably controlled conditions
shall be provided.-

4. The methods mentioned above shall
be applicable to determinations of the
durations of biological activities under
various conditions of storage such as
temperature, light, suspending vehicle,
container characteristics, air, etc. The
effects of the incorporated preservatives
on the activities of the'components of the
*vaccine shall be estimated similarly. This
implies validation of the expiration date
on the label, which indicates that the
vaccine was "active" to that time.

SAFETY OF BACTERIAL VACCINES AND
PRODUCTS

The "Virus and Serum Toxin Act" of
1902, the first of the laws regulating bio-
logical products, was passed as a result
of deaths following the use of contam-
inated diphtheria antitoxin. The first
laws regulating food, drugs, and cosmet-
ics followed in 1906 to stem adulteration
and misbranding of food and drugs by
producers. Modifications of the original

acts have since occurred as the direct re-
sult of tragedies following inadequate
testing of drugs and/or drug vehicles.

Safety, as it relates to bacterial vac-
cines and bacterial products, ndicates
absence from harmful effects on persons,
directly or indirectly. Biological products,
by their nature, must be considered to
have a potential for danger. For example,
no information was provided on the
presence or absence of bacteriophage or
its residual antigen(s) at any stage in
the manufacturing process, except for
one product.

In late 1972, Merril and associates flrst
isolated bacteriophage* (E. colt) from
commercial lots of'bovine serum used to
support tissue culture growth of at-
tenuated live virus vaccines (Ref. 2).
This information increased the general
concern about the purity and safety of
viral vaccines, adtually or potentially
contaminated by virusea such as SV40
(endogenous), bovine herpes virus (ex-
ogenous), and collphage, the latter from
a slaughterhouse contaminant, E. coil.
These problems were -summarized re-
cently by Hopps (Ref. 3). She discussed
the malignancy risks of certain endoge-
nous viruses and bovine herpes virus, the
latter being a malignant transforming
effect on hamster embryo cells similar to
that of the human herpes virus (Ref. 4),
By contrast, no one has demonstrated
any such effects from any bacteriophage,
although Merril (Ref. 5) used
the results 'of two preliminary studies to
support his concern about the interaction
between bacteriophage and mammalian
cells. In one, published over 10 years ago,
Mankiewicz reported that myco-coryne-
bacteriophages isolated from patients
with lung cancer were cytopathogenic
for HeLa and African green monkey
renal cells in tissue cultures (Ref. 0), In
the second report, a brief abstract,
Schechtman et al. found that T7 bac-
teriophage and phage DNA were taken
up by the nuclei of hamster cells in cul-
ture (Ref. 7). No evidence of malignant
transformation has emerged.

Another of Merril's concerns was the
possible conversion of bacteria into
pathogenic forms by phage. Perhaps the
best example is the conversion of 0.
diphtheriae into a toxin-producing form
after infection with its pphage (Ref. 6).
Whether any of the products under re-
view might contain such a class of phagest
is doubtful but not completely ruled out.

The Panel recognizes that, except for
the limited examples of bacterial trans-
duotion, no harnful effects of bacterio-
phages in man have yet been recognized,
despite the extensive use of bacterio-
phages in therapy before the antibiotic
era (Ref. 8). Furthermore, there is con-
stant contact with phages throughout
the life of man (but not by parenteral
administration). Finally, immunological
studies In infants and Immunodeflelent
subjects given coliphago X174 have
revealed no adverse effects (Refs. 9 and
10). Yet the Panel shares the concern
expressed by Hopps who, after acknowl-
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edging the lack of adverse information
for man (Ref. 3), stated:

lWeveztheles, whether on account of theo-
retical rIsks for -n, from the public health
point of view, or because of the possible in-
teraction of pbsges with cell cultures used
In research, -the exclusion of these agents
seems desirable.

Exclusion may not, in fact, be attain-
able, particularly In the case of staphylo-
cocci. Perhaps all strains of pyogenic
staphylococci are lysogenic and thus
carry phage (Ref. 11) ; jhage cannot be
eradicated from a true lysogenic strain
(Ref. 12). Thus it must be assumed that
phage or phage precursors are present
in the starting materials for several
products; consequently, the Panel shares
the admittedly theoretical concern about
the possible adverse effects of long-term
parenterally administered live bacterio-
phages.

The Panel notes cross-reacting anti-
gens have been described among a vari-
ety of widely separated phylogenetic
groups. This phenemonon was first re-
ported at the turn of the century with
the demonstration of antisheep and anti-
goat hemolysins in rabbits immunized
with ox erythrocytes (Ref. 13). Such ob-
servations were extended to include the
cross-reaction of red yeast with gram-
negative organisms (Ref. 14) and the
demonstration of sheep hemolysins in
rabbits immunized with guinea pig tis-
sues by Forssman (Ref. 15).

Since that time, cross-reacting anti-
gens have been described between bac-
teria and mammals, including antigens
shared by human Group A red blood
cells, the Shiga and paratyphoid bacilli,
the pneumococcus, and human Group 0
erythrocytes (Refs. 16 and 17). The dem-
onstration of cross-reactions between
Group A streptococcal antigens and hu-
man heart muscle (Refs. 18 and 20)
stimulated conjecture about the part
played by such cross-reactions in auto-
immune diseases. The discovery of the
transplantation and antigen-like prop-
erties of Group A streptococcal cells ex-
tended-the concept of cross-reacting fac-
tors from humoral to delayed hypersen-
sitivity systems (Refs. 21 through 23).

Rowley and Jenkin (Ref. 24) described
the antigenic similarity between Sal-
monefla tphimuriun and mouse tissues
resulting in the extreme susceptibility of
mice to infection with S. typhimurium.

.Rats, on the other hand, were found to
be resistant to such infections. Utilizing
mouse and rat peritoneal macrophages,
these authors demonstrated that phago-
cytosis and killing of S. typhimurium
by mouse macrophages was minimal af-
ter treatment of the bacteria with nor-
mal mouse sera, whereas treatment with
rat sera resulted in appreciable phago-
cytosis and markedly reduced bacteria
survival

These observations were extended fur-
ther in an experiment demonstrating
Salmonella clearance by the reticulo-
endothelial system of normal mice before
and after opsonization of the bacterial
cells with rabbit antiserum to mouse tis-
sue. This data suggested' that antigens

shared by mice and S. typhimurium
make mice susceptible to infections
whereas opsonization of S. typhimurfurn
by antimouse tissue antibodies ablated
the effect of tolerance. Other evidence
to support this hypothesis was reported
by Simonsen and Harris (Ref. 25). who
found that turkeys (normally resistant
to Rous tmor virus) Immunized with
chicken (the natural host of Rous virus)
red blood cells during embryonic life,
became susceptible to the Rous tumor
virus.

The demonstration of blood Group A
activity In varlola (smallpox) virus and
blood Group 0 activity in Yersinia pcstL-
(Pasturella) prompted attempts at cor-
relating the presence of blood group dis-
tributions in certain geographic areas
with epidemics caused by these agents.
This hypothesis by Pettenkofer (Ref.
26) that persons with blood Group A or
0 are susceptible to infections by these
pathogens on the basis of being unable
to respond because of tolerance, has been
vigorously disputed (Ref. 27). Nonethe-
less, a case has been made for cross-
reactive antigens playing a part in host-
parasite relationships and In phylogeny.

The repetitive administration of bac-
terial antigens to patients raises ques-
tions of safety that are both real and
demonstrated as well as hypothetical.
The presence of ABO blood group crozs-
reacting antigens in bacteria is of clear-
cut danger in the induction of Isoanti-
bodies capable of producing hemolytic
ABO riaetions in newborns (Ref. 28).

Theoretical considerations for which
there Is supporting evidence leading to
some concern may be seen in instances
of cross-reactions between Group A
streptococcal cytoplasnmlc and human
glomerular membranes (Ref. 20) and in
reports of white graft reactions by Rose
and RPapaport (Ref. 28) in patients with
Group A streptococcal and staphylococ-
cal infections who received homografts.

The hypdthesls proposed by Mekler
(Ref. 29) to explain the clinical mani-
festations of influenzal infection sug-
gests that the incorporation of host DNA
into the process of viral replication re-
sults in a viral membrane bearing host
antigens. Given this sequence an anti-
body response potentially could produce
a variety of auto-immune complications.

Studies of cross-reacting antigens In
auto-immune reactions suggest that new
(or previously unrecognized) problems
may follow the injection of patients with
some bacterial and viral preparations.

Springer (Ref. 30) described the de-
velopment of immunologic incompatibil-
Ity between mother and fetus following
immunization of a mother with blood
Group 0 substance and with bacterial
and viral antigens with A or B blood
group activity.

Lyampert (Ref. 31) cites a report in
the Russian literature of experimental
evidence for fetal damage after the im-
munization of the mother and fetus with
microbial antigens corresponding to
organ-specific antigens.

Many of the organisms present In the
vaccines and antigens reviewed by this
Panel have been demonstrated to con-

tain cross-reacting antigens. Thus the
possibility that cro s-reacting substances
may induce serious auto-immune reac-
tions must be considered in weighing
their benefit and risk potentials. The
demonstration of white graft reaction
after streptococcal and staphylococcal
Infection (Ref. 28) has been noted and
Is of Interest relative to the potential
for crozs-reactive immune phenomena.
However, the Panel. in considering that
a long history of staphylococcal immu-
nization exists without any of the sign-
posts dezcribed for the Group A strep-
tococcl, chose not to recommend the
deletion of all staphylococci from the
products under discussion.

It Is noted however, that the same
concerns expre-sed relative to repeated
injections of foreign material apply to
the vaccines and antigens containing
staphylococcL

Endotoxin, the toxic principle produced
by gram-negative bacteria, is a constitu-
ent of the gram-negative cell wall com-
posed of polysaccharide, lipid and pro-
tein referred to as the endotoxic com-
plex. This complex is released into the
surrounding medium when organisms
are lysed or disintegrated. Endotoxins
are produced by a variety of the Entero-
bacteriaceae, both pathogenic and non-
pathogenic. The interest in endotoxin
dates to the late 19th century and s the
direct result of the many btologic activ-
ttieqs ascribed to the substance.

In 1893 typho d endotoxin was de-
scribed as having high pyrogenic activity
IRef. 1). Following the introduction of
malaria infection in the treatment of
patient, with tertiary lues (CNS) in the
early 1900'"% endoto.-n (killed endotoxin-
producing bacteria) was used In the in-
duction of artficial fever in the treat-
ment of lues and In chronic inflamma-
tory proces-s.

In 1893 Coley described the tumor
necrotizing effect of endotoxin (Coley's
Toxin). This effect of endotoxin has
prompted such tumor therapy in recent
years but the uncontrollable side effects
have militated against Its extensive use
In therapy. #

Nonetheless, the many biologic effects
of endotoxin have been the subject for
research and speculation. As described by
Ivan Bennett,

* 0 * thla rpectxum of activities makes
PoC-ible at leagst one predlction: an Investi-a-
tor In almost any bological field Ls likely
to obtain a "pcItive" result U he tries en-
dotoxin In the experimental system he is
using.

Over the years much has been done
chemically In defining the chemical na-
ture of the biologically active fraction
(endotoxin) Lipid A, the product of di-
lute acid treatment of cell-wall glyco-
lipid, which has been shown to have all
of the biologic capabilities of endotoxin
listcd below.
pyrCgenicitv
Lethal toxicity
Toxicity Increazcd by adrenalectomy
Toxiclty increaed by BCG pretreatment
Shwartzman. phenomenon
Bone marrow necrcsi
Eambryonla hon rezorption
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Leukopenta
Leukocytosis
Depression of blood pressure
Tumor necrotic activity
Enhanced dermal reactivity to epinephrine
Adju~ant activity
Mitogenic lymphocyte stimulation
Induction of IgG synthesis in newborn mice
Macrophage activation
Colony-stimulating factor
Complement activation
Hagemann factor activation
Plasminogen activator
Induction of prostaglandin synthesis
Induction of interferon production
Nonspecilic resistance to infection
Early refractory state to endotoxin pyre-

genicity
Induction of endotoxin tolerance
Limulus lysate gelation

These many biologic effects coupled
with clinical correlates of endotoxin-
induced clinical disease raise serious
question of the safety of injecting "endo-
toxin active" material into humans.

The tumor necrotic activity, induction
of Interferon production, induction .of
tolerance weighed against the presump-
tive clinical correlate of the general
Shwartzman-acute cortical necrosis
renal) and the many other adverse
effects of endotoxin make benefit-risk
judgments critical in the use of agents
containing "endotoxic activity." The
place of such agents rests with carefully'
controlled studies where apparent bene-
fits clearly outweigh monitored risks.
The Panel considering these facts has
made its judgments of each individual
product in which the potential for endo-
toxic activity exists.

The Panel also notes that the Advisory
Panel on Review of Skin Test Antigens
has discussed the problem of thimerosal-
induced positive skin reactions (sum-
mary minutes, June 6-7, 1975, item 6).
This Panel concurs, in general, with the
concern expressed therein about the use
of a preservative in biological products
which are used for skin tests and may
induce skin reactions of unknown mech-
anism in some recipients. This Panel also
concurs with the recommendation of the
Skin Test Antigen Panel that efforts be
Initiated to use, or develop if necessary,
safe and effective preservatives that do
not induce such reactions.

The problem of compailng benefit and
risk in these agents presents another
parameter and an additional problem in
assessing safety in that linking benefit-
to-risk introduces and ties effectiveness
to safety. In reviewing this problem, the
Panel has been guided by the considera-
tion that the public interest is not served
by allowing the use of products 'with
high danger potential, or by denying it
the use of beneficial agents. Meaningful
measures of effectiveness and safety,
therefore, must be established if
one Is to equate or relate benefit-to-risk
effectively.

GENERAL CONSIDERATIONS FOR
SAFETY TEsTING

Investigations of safety of a given bac-
terial vaccine or product are subject to
the same principles as are investigations
of effectiveness (Ref. 1) . Ideally, tests for
safety should be specific and relate to

human toxicity. In reality, however, ani-
mal studies relevant (or possibly rele-
vant) to safety must be considered in
preliminary prbduct assessment. Product
sterility, reproducibility, purity, uni-
formity, consistency, and stability among
(bacterial) biological agents are as im-
portant in assessing safety as in effec-
tiveness.

1. Sterility. Sterility of each lot of each
vaccine shall be demonstrated, as de-
scribed in § 610.12 (21 CFR 610.12). Pro-
visions are made for:

(a) Anaerobic and aerobic- cultures
using Fluid Thioglycollate Medium in-
cubated at 30-32°C.

(b) Aerobic cultures using Soybean
Casein Digest Medipm incubated at 20-
25°C.

(c) Culture of products with mercurial
preservative in Fluid Thioglycollate
Medium (anaerobic and aerobic) incu-
bated at both 30-32°C and 20-25°C.

(d) Membrane filtration for water in-
soluble products (U.S. Pharmacopeia,
18th Rev., 1970, pages 853-854) with ex-
ceptions ad prescribed in § 610.12(f) (21
CFR, 610.12(f)).

(e) Different sterility tests- as indi-
vidually outlined.

(f) Different tests equal or superior.
2. Purity. Purity of product shall con-

form to criteria set forth in § 610.13 (21
CFR 610.13).

3. Additives and constituents. Pro-
vision for additives and constituent ma-
•teral are cited in § 610.15 (21 CFR
610.15).

4. Storage and maintenance. These cri-
teria. are designed to cite storage requi-
sites for the retention of initial charac-
teristics of the organism and ensure
freedom from deterioration as.described
in § 610.18 (21 CFR 610.18).

5. Animal testing. The regulations re-
quire a general safety test that is de-
signed to demonstrate acute toxic effects
of each lot of all products intended for
administration to man (21'CFR 610.11).

() -Recognizing the vagaries of ani-
mal testing associated with dose, and the
relationship and significance of tests
when applied to man, the Panel sug-
gested that a subcommittee of the vari-
ous panel 'on biologics consider the com-
mon problem of animal testing. This
subcommittee met on February 21, 1974,
and noted that special problems exist
with products that are repetitively or
chronically administered. It was recom-
mended that criteria be considered for
chronic animal testing of such products.
As such, the Panel recommends that a
study designed to establish guidelines for
chronic toxicity testing in animals be
undertaken under the auspices of the
Bureau of Biologics.

(b) In addition to tests for general
safety, toxoids are subject to tests to
ensure detoxification relative to hemo-
lytic, dermonecrotic, and lethal effects
(Ref. 32).
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A SPECIFIC EVALUATION OF Tn BENr-
TO-RISK RATIO ON TaE USE Or GROUP A
STREPTOCOCCAL Asrnwts n CERTAIN
VAccINES AD ANTIGENS n HtmArxs
The association of the Group A strep-

tococcus with a variety of pyogenic infec-
tions and postinfectious conditions is
now well accepted. The history of these
associations and the characterization of
attempts to establish immunity in hu-
mans has been carefully chronicled by
Gill (Ref. 1 below). However, the prob-
lems that confronted early -workers who
identified an organism that could be
causally related to a clinical disease en-
tity continue to plague present day work-
ers in developing effective and safe vac-
cines. The classic studies by Dick.
Schultz and Charlton (Ref. 2), in the
pathogenesis of scarlet fever and the
definition of the basic mechanism by
Zabriskie (Ref. 3) provide some insight
Into the multifaceted challenge presented
by the Group A beta hemolytic strepto-
coccus and its extracellular products in
the pathogenesis of disease.

Almost 100 years have elapsed since
Pasteur's description of a chain-forming
coccus in his discussion In 1879 of puer-
peral sepsis (Ref. 4). The detailed studies

of Griflith (Ref. 5) and Rebecca lance-
field (Ref. 6) took place almost 50 years
later and defined the surface antigens,
which allowed for the clasification of
streptococcL These signal works provided
the basis for another half century of Im-
munological study of the role played by
the Group A streptococcus in disease.
Despite the advances in physical and
chemical methods that allowed for the
isolation, purification and characteriza-
tion of the cellular antigens of the strep-
tococcus and the development of experi-
mental models that enhance the theories
of immune mechanisms of the nonsup-
purative complications of streptococcal
Infections, we have not moved far In the
field of Immunology from Lancefleld's
Initial observations. Her demonstration
-thAt the heat resistant, acid extracta-
ble, alcohol soluble protein capable of
Inducing antibody In animals (LM-pro-
tein) is the virulence factor and that
type-specific protection s induced by
active immunization with '"W' substance
or passive immunization (with type-spe-
cific antibody)-remalns the sole basis
for Immunization with streptococcal sub-
stance to prevent streptococcal disease.

The history of major attempts to im-
munize humans with hemolytic strep-
tococci dates to the 1930's when Wilson
and Swift (Ref. 7) and Swif et al. (Ref.
8) attempted to reduce the symptoms
and recurrences of acute rheumatic fev-
er by injecting heat-kiled streptococci
and "nucleoprotein" intravenously.
These studies, though considered encour-
aging, failed to demonstrate effectivene.s
in either area, but did elicit severe .ys-
temic reactions In the tested patients.
Rantz et al. (Ref. 9), in 1949, immunized
humans with heat-killed Group A strep-
tococci, Types 3 and 17, inducing what
was described as severe systemic toxicity.
Toxicity was described as being of three
varieties: (1) Systemic reactions with
chills, malaise.anfi aching, (2) swelling
and soreness of the injected limb, and
(3) nodule formation with no difference
described for the types tested. He was
able, however, to demonstrate anti-M-
protein (using the Rothbard method).
Implying the development of type-spe-
cific Immunity.

Recent immunization trials have been
accomplished with Isolated cell wall frac-
tions with attempts directed at establish-
ing antigenic purity of the M substance.
Of note are the reports of Massell et al.
(Ref. 10), who describe the occurrence
of two cases of acute rheumatic fever and
one suggestive case, following the im-
munization of 21 healthy siblings (ages
6 through 12) of rheumatic fever pa-
tients with a partially purified L-protein
preparation of Type 3, Group A strepto-
coccL The described attack rate of acute
rheumatic fever of 11.1 percent (or 16
percent if calculations Include the case
of probable' rheumatic fever as well as
the two cases of definite rheumatic fev-
er) is noted by the author to be In ex-
cess of the 2 percent incidence described
for their control group. This description
of altered responses to streptoeoccal M-
protein Injections is the first recorded

suggestion of such phenomena since
Swift, Hitchcock, Dereck and McEwen
described postvaccinal reactions In zheu-
matie fever patients receiving Intraven-
ous streptococci.

This observation, however, was not re-
produced In the studies of Fox et al- In
which a highly purified preparation of
M-proten was used to immunize human
volunteers (Ref. 11). Fox has continued
his careful studies without evidence of
such complication while demonstrating
significant; immunity in infants immu-
nized with purified T= M-protein (Ref.
12). Local (delayed cutaneous erythem-
atous) reactions with minima indura-
tion are cited as occurring occasionally.
No instances of fever, malaise, postim-
munizatlon clinical signs, or laboratory
findings are reported In these studies. It
should be stressed, however, that the
type of experimental material used in
the Fox study was very highly purified
and. In this regard, bears little resem-
blance to the products being considered
by this Panel.

The hypothesis relating the etiology of
poststreptococcal complications to the
cytotoxic effect of streptococcal antibody
on cross-reacting antigens of heart and
kidney tissue has been raised as an ob-
Jection to immunization with streptococ-
cal antigens. Kaplan and Meyesarian
(Ref. 13) demonstrated cross-reactions
between streptococcal cell wall protein
and mammalian myocardium. Zabriskie
and Friemer (Ref. 14) described fractions
of the streptococcal cytoplasmic mem-
brane that share antigenic determinants
with heart muscle. Although antiheart
and antikidney antibodies have been
demonstrated in the sera of patients dur-
ing the acute phase of poststreptococcal
disease, a causal relationship between
these antibodies and cytopathology has'
not been established.

Fox (Ref. 12) notes that no antiheart
antibody has been observed In the post-
immunization sera of Infants or adults
receiving his purified LI-protein prepara-
tion.

There are no available data to deter-
mine what quantity of streptococcal an-
tigen would be required to induce dan-
gerous tissue reactions in humans.
Therefore, the potential for danger must
be considered to exist even in prepara-
tions containing small amounts of strep-
tococcal antigen such as in those to be
used for desensitization rather than im-
munization.

In view of the carefully conducted con-
trolled studies currently under way with
purified chemically defined antigenic
preparations, one finds It difficult to jus-
tify the use of uncontrolled, poorly de-
fined preparations presuned to contain
antigens that have been demonstrated
in earlier studies to produce local and
systemic reactions. The hypothetical and
theoretical objections stemming from
laboratory studies linking mammalian
and streptococcal antigens have been g1i-
en serious consideration in the design and
conduct of present studies treating hu-
mans with the newer purlfledstreptococ-
cal antigens. Equal consldiration should
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be extended to those being treated with
mixed bacterial antigens containini
Group A streptococcal products.

CONCLUSIONS AND RECOMMENDATIONS

The Panel concludes that, based on
the available information, the uncon-
trolled use of Group A streptococcal an-
tigens in all bacterial vaccines- and bac-.
terial antigens with no U.S. standard of
potency represents unacceptable actual
and theoretical risks. It therefore recom-
mends that the Group A streptococcus
and Its products be removed from all
vaccines and antigens represented in this
group.
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LABELING

General problems Qf labeling of drugs
used in man have been the subject of
many extensive reviews. Panel members,
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have been made aware of a draft of an
FDA document on "Labeling for Pre-
scription Drugs used in Man," which is
intended for publication in the FEDERAL
REGISTER. Rather than reviewing the
same ground in a detailed position paper,
it. was felt appropriate to react to this
document.

Panel members agree that: (1) _The
existing FDA proposal for labeling, pub-
lished in the FEDERAL REGISTER of April 7,
"1975 (40 FR 15392-15396), reflects its
opinion and no changes are suggested.

(2) Vaccines and antigens that have
been recommended for Category ITTA,
Le., licensure permitted to continue for
a limited time while further studies are
done, require separate considerations on
labeling.

(3) The package inserts for most of
these products are inadequate and out-
moded and in serious need of reevalua-
tion and revision. There is a need for
long-term clinical followup with revi-
sion of the insert as indicated by ex-
perience. Continued followup data dur-
ing use would allow for updating of
toxicity, side effects, dosage, and exten-
sion where indicated to new use. Useful
information about safety and effective-
ness should be provided directly to
patients who receive products continued
in use. The package insert or circular
used to satisfy the need for consumer
information should contain the updated
information provided to the presrib-

"ing physician. The package insert or cir-
cular given to the patient and physician
should also tate in boldface, at the be-
ginning, that this product is under re-
view by FDA for a limited time since
safety and effectiveness have not been
substantially established. In particular,
it should be noted that adequately con-
trolled human trials have not been
done.
RECOuMENDED PROCEDURES FOR THE EvAL-

UATION OF EFFECTIVENESS AND SAFETY
OF SUBJECT VACCINES AND ANTIGENS IN
HUMANS
1. Introduction. Well-designed clini-

cal trials are necessary for the evaluation
of the safety and effectiveness of any
biological designed for human use. De-
tails of recommended features of such
trials can be found in many published
articles and standard texts. In addition,
essentials of adequate and well-con-
trolled clinical investigations have been
previously identified (21 CFR 314.111
(a) (5) (ii)). This section will review
these general guidelines specifically in
relation to the problems presented by
the biologicals under study by this Panel.
It is also presented in response to the
charge to the Panel to provide Irecom-
mendations to manufacturers for the
type of studies required to develop ac-
ceptable evidence of safety and effec-
tiveness.

2. General principles-a. Need. A
clinical trial is deemed necessary for a
product when there is no consensus
among experts that Its safety and ef-
fectiveness have been substantially dem-
onstrated. The type of trial selected will
be influenced by both the natural history

of the disease to be treated and ethical
considerations. When the natural his-
tory of the disease state Is not well
understood or when spontaneous fluctua-
tions in severity are known to occur, the
trial must include appropriate control
groups. Such controls would be con-
sidered unethical when there Is a con-
sensus that the biological to be studied
is safe and effective. A trial also would
be unethical if there is a consensus that
the biological to be studied Is unsafe or
ineffective.

It Is the opinion of the Panel that the
biologicals under review which have been
classified in Category III meet the cr-
teria of need for controlled trials in that
the disease states for which they are
intended show considerable spontaneous
variation and ethical considerations do
not preclude the use of controls.

b. Prerequisites. Extensive clinical
trials logipally cannot be performed each
time a new lot of a given biological Is
prepared. If results of clinical trials of
initial lots are to be extrapolated to sub-
sequent use, there is an implicit asump-
tion that the biological characteristics
and sfability of the product can be ado-
quately controlled by the manufacturer
The Panel has noted that this prerequi-
site has not been adequately fulfilled by
many of the products under review, and
wishes to emphasize Its importance. A
further discussion can be found in the
section of this report on "Standardiza-
tion of Vaccine or Bacterial Product Con-
tent" and specific deficiencies are noted
in the reviews of Individual products.

c. Planning and coordination. A com-
plete detailed protocol' for the conduct
and analysis of the trial should be pre-
pared under the aegis of the sponsor.
Results obtained from clinical trials
whose protocols were not mutually
agreed upon by the sponsor and the FDA
will not be excluded from consideration.
However, to minimize possible conflicts
in the interpretation of results, the pro-
tocol should be reviewed beforehand with
the FDA and be mutually acceptable.

3. Guidelines for the protocol-a. Sub-
jeets. Criteria for inclusion should be
stated as specifically and unequivocally
as possible. Those included should be rep-
resentative of subjects for whom the
product is to be recommended. The cri-
teria should Include age, signs, symntoms,
laboratory findings and other factors
considered to be most characteristic of
the condition whose treatment Is to be
studied. The Panel feels that the specific-
ity of the disease state to be studied has
been a severe limiting factor of trials per-
formed with the products under review.'
The term "asthma," for example, repre-
sents such a diverse set of etiologic and
pathogenetic problems that, a single
method of biological control might not
be applicable in all circumstances, Fail-
ure to narrowly define disease states may
result in inconclusive trial data, even If
the biological under investigation is truly
beneficial for a defined subtype of the
disease. When double-blind trials are
planned, proslective participants must
be fully informed of the procedure.
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b. Speciftcation of treatments. Com-
plete descriptions of dosages, routes,
schedules, durations, contingent modifi-
cations or other aspects of medical man-
agement of participants will be clearly
stated In the protocol. There should be
both an experimental and a control
group. The Panel recognizes that specific
circumstances may preclude the possibil-
ity of complete adherence to double-blind
procedures. However, the placebo-con-
trolled' double-blind evaluation of re-
sponses remains the most reliable of
designs. Any deviation from this design
must be accompanied by an explanation
of why rigid adherence is not feasible.
Following a prearranged period, cross-
over of treatments may be desirable in
some conditions. Information from the
crossover period will be considered ad-
junctive to the results from the initial
phase of treatment. -

c. Definitions of response. The protocol
should provide an unequivocal definition
of an Individual response, either qualita-
tive, ranked or measurable. The Panel
has noted that a lack of precise, objec-
tive definitions of responses has been a
limiting feature of trials involving many
of the products under review.

d. Randomization. The random alloca-
tion of subjects to the treatment groups
should be performed using a table of ran-
dom digits or other closely related meth-
ods. Alternate entry procedures are not
acceptable, nor is any method by which
single codes are used for experimental
and control groups.

e. Collaborative investigations. Ideally,
the trial would be conducted simultane-
ously under the supervision of investiga-
tors in different geographic locations.
When done in this fashion, the protocol
should specify the design used to assure
maximum randomization of lots of vac-
cines and antigens, time of entry into
study, age, sex, etc., so as to prevent pos-
sible imbalances between two treatment
groups in one location.

f. Records. Complete record sets should
be maintained at a central ofice in such
a way as to assure supervision of proto-
col adherence and monitoring for ad-
verse or otherwise unanticipated effects.
'All participants in a trial must be ac-
counted for completely.

g. Statistical analysis. It Is crucial to
Include expert blostatistical consulta-
tion on all phases of the controlled trial,
Particularly in its initial design and sam-
ple size deliberations. This would help
minimize design defects which might
complicate analysis. Levels of signifi-
cance for all tests to be employed in a
particular study should be mutually
agreed upon in advance by the sponsor
and FDA.

h. Discovered effects. Modified defini-
tions, recombinations of categories, and
adjustments for variables not explicitly
provided for in the protocol may lead to
the discovery of unanticipated effects.
While the search for such additional in-
sights is to be encouraged, they may re-
quire . confirmation from additional
studies before being construed to be

prima facie evidence for or against ef-
fectiveness.

. Safety during clinical trials of ef-
fectiveness-() Sublects. There should
be careful screening to eliminate those
who may be subject to adverse reactions.
When feasible, all participants shall have
discontinued previously administered
agents for an agreed upon period before
entering the trial.

(2) Clinical observations, Physical and
laboratory observations should be re-
corded on entry and subsequently, at
regularly prescribed intervals. The tests
selected will be those considered perti-
nent to safety considerations of the prod-
uct under trial.

(3) Adverse events. Two classes of ad-
verse events can be considered-those
which are anticipated as possible conse-
quences of experimental or control treat-
ments and those not anticipated. Antici-
pated events should'be specified com-
pletely in the trial protocol and a de-
tailed standard form should be developed
for their recording. The relative Import-
ane of these events should be weighted
prior to onset of the trial by mutual
agreement between the sponsor and
FDA. The relative importance of unan-
ticipated events must be a-sessed by a
comparison of their incidence in the ex-
perimental and control groups. As in the
analysis of effectiveness, the degree of
difference n rates which Is considered to
be significant should be agreed upon be-
forehand.

(4) Continuation of trial. New patient
entries into the trial shall be suspended
if the adverse events in either group are
considered to be of sufficient importance
as described above.

4. Additional measures for determina-
tion of safety. Concomitant with the au-
thorization for general use of a bacterial
vaccine or antigen, the Panel urges that
a program for the surveillance of ran-
domly sampled recipients be instituted
and maintained for as long as the prod-
uct remains on the market. Two basic
types should be used:

a. Short-term studies. The basic pur-
pose of short-term surveillance is to al-
low inclusion of sufficient recipients so
that adverse effects which occur at rela-
tively low rates may be detected. These
rates may be too low to be discernible in
the controlled trials, yet may be con-
sidered unacceptably high in relation to
the potential benefits of the biologic in'
question.

The trials therefore would follow ex-
isting guidelines for inclusion and ob-
servation of participants, but would not
require a control group. The number to
be included should be determined in
advance with statistical consultation and
should be sufficlent so that the presence
or absence of an agreed upon rate of sig-
nificant adverse reactions (1:500, 1:1,000
etc.) may be determined within reason-
able statistical confidence limits. Dura-
tion should be as long as the customary
length of treatment. Some modification
will be required when courses of treat-
ment are either intermittent (seasonal)
or continuing.

Should a significantly high rate of ad-
verse reactions be definitively encoun-
tered, it is recognized that a causal
relationship may not necessarily be in-
ferred. In such an instance, controled
trials would have to be reinstituted using
a sufficiently large number of partici-
pants to provide a significant answer. A
significantly high rate of adverse reac-
tions may be defined as one which alters
the benefit-to-risk ratio to the extent
that use of the product Is not justifiable.

b. Long-term -studies. The basic pur-
pose of long-term surveillance is to
search for adverse effects which are de-
monstrable only after many years. The
Panel recognizes the inherent difficulties
of developing long-term prospective
studies. It will be noted that the products
under consideration by the Panel are not
uniformly employed. Thus, there will
exist at any given time, sufficiently large
groups of persons of similar disease
states, age, sex and soclo-economic
status who have never received the prod-
uct in question. Incidence and/or preva-
lence rates of major Illness indicators,
including death, can then be compared
in populations whose essential difference
Is whether or not there has been prior
receipt of the product under study.

To accomplish this, a protocol should
be submitted which:

(1) Details methods of obtaining a
random sample of subjects;

(2) Specifies methods by which all
such subjects can be traced through time
so that the potential bias of unexplained
loss to followup I- not present;

(3) Lists the major disease states and
adverse reactions which are to be studied
and details the methods of surveying
for these states; and

(4) Specifies the number of partici-
pants to be involved with an indication
of the magnitude of the attributable risk
which could be detected in that sample
size.

SPrcic PnoDuci Rm ,
Mixed Respiratory Bacteria Manu-

factured by Center Laboratories, Inc.
1. Descriptton-a. Comsition. A mix-

ture of washed organism killed by "gen-
tle Inspisaton," suspended in physio-
logic saline containing 0.4 percent phen-
ol and consisting of:

Pezcent
Staphyflcoccus aurcus, American Type

Culture Collection (ATCO) 6538 DR
Strain POIR c')D, FDA------- - - 30

Staphylococcus al wb, ATCO 9491 ------ -
ZleftCria catarrhalis, ATCO 8176___ 10
l.lcbsiela pneumoniae, ATCG 9590_- -_5
Klebrfefla pneum&o ae, ATCC 9591_ 5
Strcptococcus 7ni, ATCo 9311 (Ser-
mnn Sr an LPWA, Cornell Univer-
city) -- - - ---- - - - - - - 3.33

.9trcptococcu zalfrarius, ATCO 9222
(Gunsalus Strain 20B, Cornenl Uni-
varsity) --- - ---- ----- 3.3

StreptoccCU -yageze, Group A.
ATCO 12344 ...------------- -. 33

Diplooccous pneumonrae r, ATCC
C101 3.33

Diplococxu pneumonfae I, ATC40302 --------- 33
Dfploc ccu$ pneumonfac II ATcc

G303 ---------------------------- 3,33
3Type L
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b. Preparation. -The package insert
states that:

fE]ach organism Is grown on a medium spe-
cially formulated for the needs of that or-
ganism and with the ultimate objective of
obtaining it free of any contamination with
foreign antigenic materials. Each growth Is
harvested separately, washed, and at each
step Identified by microscopy' and subculture
so that there Is no alteration In the integrity
and purity of the product. The final concen-
trated washed organisms are then killed by
gentle nspissation and suspended in physi-
ological saline with a suitable preservative.
Each suspension Is counted, and the final
mixture made from the counted pure, identi-
fied suspensions of the separate organisms.
The final Allergenic Extract of Mixed Respi-.
ratory Bacteria is tested for sterility and
safety In accordance with all the applicable
regulations.

It Is further stated in the package insert
that:
The organisms are identified and have been
in pure culture Isolation and maintenance
for a sufficient period of time to assure sta-
bility and purity of species and variety.

2. Labeling-a. Package insert. The
package insert gives directions for ,use
of the product as a desensitizing agent
for persons "clinically reactive to the
common flora of the upper respiratory
tract." A suggested simple dosage sched-
ule for subcutaneous injections is pro-
vided from strengths of 1 to 1,000 mil-
lion organisms per milliliter, based, on
the patient's degree of sensitivity. The-
instructions for managing reactions are
standard ones; The warning for treat-
ment of systemic reactions and precau-
tions to be observed in administering
vaccine seems adequate.

b. Labels. Sample labels are given for
concentrations of 1,000; 100,000; 1 mil-
lion; 10 million;* 100 million; and 1,000
million killed organisms per milliliter.
These labels include a list of organisms
instruction for storage and initial dose.
Thb size of printing is very small and
difficult to read.

3. Analysis-a. Description. The
source of each organism is ATCC (Amer-
ican Type Culture Collection, 12301
Parklawn Drive, Rockville, MI) 20852).
The manufacturer does not state how
the stock cultures are maintained or
stored to "assure stability and purity."
There is no specific information about
the methods of achieving "the ultimate
objective of obtaining the l.acterial
growth free of any contamination with
foreign antigenic materials" or how it is
attained or checked other than the
statement "each growth is washed and
at each step identified by microscopy and
subculture." There is no indication of
the original concentration of organisms
in the individual stock culture suspen-
sion, except by inference that 1,000 mil-
lion organisms per milliliter might be
the strongest concentration, since this,
the strongest mixture marketed, is used
In the individual component animal
safety test.

The statement, "The organism count
is verified by counting chamber tech-
nique and opacity standard method,"
could be interpreted as meaning either

both methods, or one or the other
method is used. In testing for bacterial
agglutination, the McFarland barium
chloride turbidity scale is employed.
Each organism is tested for antigenicity
by its ability to induce agglutinating
antibody in rabbit sera. The information
given does not state what concentration
of organism per milliliter, or what nitro-
gen content per milliliter is used for the
inoculum, since only the volume of sus-
pension is stated. No antibody'titers are
provided following this immunization
program. "If the antibody titer is ade-
quate and serologically specific for each
respective organism, each animal is then
exsanguinated, the serum separated, and
stored for future use, frozen and/or
freeze dried."

The manufacturer does not state how
he uses the information obtained by rab-
bit immunization or by slide agglutina-

"tion with these antisera to select orga-
nisms or batches of organisms for his
individual stock vaccines or for the final
mixed product. -

b. Labeling. The size of printing on the
label is so small that it is. difficult to
read. The rationales for the selection
and percentages of each species used in
the vaccine are not provided.

The insert is plainly worded and in-
formative but makes the unsubstantiated
claims for desensitization of individuals
clinically reactive to. the common bac-
terial flora of the upper respiratory
tract. No specific disease entities or de-
tails of what constitutes "clinically reac-
tive" are mentioned. There is no claim
for its use as a preventive for respiratory
infections. The dosage is to be based on
"patient's degree of sensitivity," but no
suggestions are made as to how this sen-
sitivity is to be determined by the pre-
scriber. The statement regarding local
reactions is ambiguous. . "Swelling
(Edema), redness (erythema) and pain
at the site of injection In 10 to 30 min-
utes are characteristic. The dose for sub-
sequent treatment should be reduced to
the previous dose which elicited no local
response or the dose eliciting a response
should be repeated."

c. Effectiveness. The respiratory bac-
terial vaccines have been used in at-
tempts to (1) stimulate immunity and
(2) diminish, or desensitize to, bacterial
allergy. Since the manufacturer indi-
cates this vaccine is to be used as a de-
sensitizing agent, on& would expect to
find evidence presented for this process
in sensitive humans or experimental
animals, pursuant to the "Recommended
Procedures for the Evaluation of Effec-
tiveness and Safety of Subject Vac-
cines and Antigens in Humans" in this
review, and § 314.111(a) (5) (ii) of the
regulations (21 CFR 314.111(a) (5) (ii).

The manufacturer presents no specific
studies of the effectiveness of this par-
ticular vaccine. The references cited for
animal studies are those of Eisen and

,Bacal (Ref..1 below), who report the de-
velopment of circulating antibody to the.polysaccharide antigens of staphylococ-
ci, pneumococci and Rantz antigen in
children and rabbits. Immunized guinea

pigs had skin reactions to staphylococci
and streptococci. Two papers desoribo
the induction of interferon In mice by
bacterial vaccines (Refs. 2 and 3), but
since this submission, unsuccessful at-
tempts to confirm the Induction of in-
terferon by this product in humans have
been reported, (Refs. 4 and 5).

The series of 17 papers listed by the
producer, report uncontrolled human
studies on effectiveness and do not deal
with the product under consideration,
They include many of the same reports
that are frequently quoted to support
the efficacy of all the mixed bacterial
vaccines in this group. Tuft and Ermillo
(Ref. 6) report a reduction of 70 percent
in the frequency of asthma and/or rhi-
nitis, after the intracutaneous adminis-
tration of a bacterial vaccine containing
Staphylococcus aureus, pneumococcus,
H. influenzae, Neisseria Ilava, Strepto-
coccus viridans and other hemolytic and
nonhemolytlc streptococci. Moore and
Reed (Ref. 7) questioned the significance
of their own uncontrolled study of stock
and autogenous vaccines, which gave 50
to 75 percent Improvement, In the ab-
sence of double-blind placebo controls.

Among the controlled studies at-
tempted, those of Barr et al. (Ref. ),
Mueller and Lanz (Ref. 9), are quoted as
showing effectiveness of bacterial vac-
cines in asthmatic adults and children,
respectively. Both studies have certain
characteristics In their statistical de-
signs, which detract from the forceful-
ness of their conclusions on effectiveness.

d. Potency standards. These are out-
lined in the general statement of the
Panel on product standards and potency
which, for this product, specifically in-
clude the conditions that:

(1) The biologically active ingredients
said to be present In a vaccine must be
enumerated.

(2) Methods for detecting and menas-
uring each Identifiable Ingredient must
be provided.,

(3) Methods for the estimation of the
biological activity of each Ingredient,
both'individually and in' combination,
under suitably controlled conditions
must be provided.

e. Safety. Quoting from the Panel state-
ment on Drug Safety, Safety as It relate3
to bacterial vaccines and bacterial products,
indicates freedom from harmful effects on
persons, directly or indirectly, Biologic
products, by their nature, however, must be
considered to have a potential for danger.

The product must be sterile, pure, free
of harmful additives and constituents,
and remain stable under recommended
conditions of storage and use. It should
be shown to be safe and free of unde-
sirable and adverse side effects by ade-
quately controlled clinical- trials, as well
as in preliminary well-designed animal
experiments, both for acute and chronic
toxicity.

The bacterial vaccines in long use that
have been reviewed by this Panel, includ-
ing this product, have not been sub-
jected to such rigorous criteria in their
many years of clinical usage. Other than
tests for sterility, some monitoring of
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certain vaccines for pyrogens, the
absence of deliberate additions of any
previously recognized harmful Ingredi-
ent and the apparent absence of Ill
effects during many millions of injec-
tions, there has been no systematic
examination of the safety of these
vaccines.

Theoretically, the polysaccharides of
pneumococci and H. influenzae, and
various media constituents could pro-
duce long-term adverse effects, but pre-
sumably the rate is very low. The Panel
has concluded that Group A strepto-
coccal products carry undesirable long-
term risks and therefore should be re-
moved from all vaccines.

The evidence for animal safety pre-
sented is confined to the general safety
test for the 7-days survival of two mice
and two guinea pigs, as described in Part
610-General Biological Products Stand-
ards (21 CFR Part 610), and specifically
in § 610.11 (21 CFR 610.11). The manu-
facturer presents no studies specifically
related to the safety of this particular
vaccine. Human safety is addressed in
the submission by references to two texts
on the practice of pharmacy -(Ref. 10)
and bacteriology (Ref. 11), which include
the use of killed-bacterial vaccines for
immunization. The submission refers to
Willis' (Ref. 12) study of 500 rheumatic
patients treated with a heat-killed poly-
valent streptococcal and staphylococcal
product. "There was temporary aggrava-
tion of joint pain but in not a single in-
stance were effects observed attributable
to the vaccine, while the ideal dosage was
being determined." There are no refer:
ences -to Massell's recent studies (Ref.
13) with purified AT-protein vaccines of
streptococci, during which reactions
were noted.

Consideration is given to several refer-
ences cited (Refs. 14 through 17) on the
local or systemic reactions that may
occur after the injection of vaccine; none
are said to have been significant or
severe.

Arketing experiences in which no ad-
verse reactions were reported to the
manufacturer in 1971 and 1972, are cited
in support of the safety of this product.

No analyses of clinical case reports are
included in the presentation.

f. Benefit-risk consideration. No spe-
cific conditions for the use of this prod-
uct are cited. The desensitization of per-
sons sensitive to bacteria of the respira-
tory tract can encompass a variety of
clinical conditions. The inference is that
the vaccine will be used chiefly in asthma
related to respiratory infection. This im-
plies the existence of a subpopulation
that reacts in a peculiar fashion to
bacterial infections. This population
needs to be more clearly identified and
monitored for both good or bad effects
of the use of vaccine to be estimated.

The risk of immediate catastrophic
reactions to mixed bacterial vaccine
might be assumed to be very low, in view
of the many years of clinical use of vari-
ous vaccines, and the paucity of such
reports in the literature. Adverse reac-
tions have not been reported to the

manufacturer In marketing experience
in 1971 and 1972 according to this sub-
mission. The Possibility of the risks of
late or mild reactions to bacterial prod-
ucts have been noted and discussed by
the Panel. These possibilities are not
dealt with in this submission.

4. Conclusions-a. Critique. The entire
presentation is sketchy, particularly in
the details relating to the actual compo-
sition of the product and its method of
manufacture. There is meager informa-
tion regarding potency, the serologic
tests described and how they apply to the
standardization of the vaccine. There are
no studies directly related to the smfety
or effectiveness of this particular com-
bination of bacterial vaccines, In either
animals or humans. The literature cited
as supporting its safety and effectiveness
is meager and, In fact, concerns prepara-
tions having similar bacterial content,
but containing heat or chemically killed
organisms. It Includes other aspects such
as immunization and Interferon produc-
tion, as well as desensitization.

b. Rccornmendations. It is recom-
mended that this product be placed in
Category IIIB and that the appropriate
product licensets) be revoked for the
following reasons:

(1) There is no substantial evidence
of safety or effectiveness.

t2) There s no evidence presumptive
of safety. The evidence cited from the
literature by the manufacturer refers to
other similar combinations of bacterial
species and thus does not apply in par-
ticular to the combinations under con-
sideration.
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COCCAL DISESE M AUFACTUMD BY DEL-
MOIT LMOMATOlEMS, L.C.
Smith (Ref. L below, In a recent re-

view, stated that between 1900 and 1904,
Wright coined the term "autogenous vac-
cile" and introduced autogenous vac-
cles into the treatment of patients with
chronic or recurrent infections. Smith
describes the results obtained by inves-
flators other than Wright as nconsist-
ent, ranging from patients who appeared
to undergo some harm, to others in whom
the dieace was unaltered, to some who
s-emed to have had dramatic responses.
Wright utilized a typhoid vaccine

consisting of killed bacilli whose ad-
ministration was followed by agglutinin
formation. Later, he measured responses
with an opZonocytophagic test, which he
had developed. From typhoid vaccine, he
went on to treat patients suffering from
recurrent boils over a period of months
to years with a vaccine made from heat-
hilled homologous staphylococci isolated
from theindividual. He reported that. as
the opsonic index improved following in-
creasing dozes of the vaccine, the pa-
tient'Vs boils tended to disappear. Wile
mall "stimulating doze2" of the vaccine

,eemed to improve the rate of phago-
eYtosls, this was not always readily ac-
complLshed because some vaccine dozes
produced either local or systemic reac-
tlons, or both.

The uze of autozeEncus vaccines in the
treatment of asthma was initiated as
early as 1910 by Sicard (Ref. 2). By 1920,
Rackem=ln (Ref. 3) had begun to treat
such patients with autogenous vaccines
prepared from heat-killed organisms
that had been isolated from their sputa.
He used s1kin tests to demonstrate hy-
persensitivity and subsequently con-
eluded that the vaccine acted through
"desensitization" of the patient to his
bacterial flora. --
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During the following 20 years, argu-
ments and interest waxed and waned
over the use of staphylococcal , and
"respiratory bacteriarl vaccines. A de-
crease in their popularity followed the
appearance of sulfonamides and anti-
biotics. When penicillin resistance in
staphylococci became a problem in the
late 1950's and early 1960's, there was
a resurgence of interest in other forms of
therapy, but vaccines did not achieve
great popularity, probably because many
of the problem illnesses were acute and
not suited to an agent that required long-
term administration.

Recently, as interest in cell-mediated
Immunity has dome to the fore, Mudd
and others have proposed that repeated
injections of staphylococcal vaccines in
the experimental animal suppress the
reactivity of its leucocytes to the injected
antigens.

In another direction, Twort in 1915
and dHerelle somewhat earlier, inde-
pendently discovered a transmissible
lytic effect on bacteria (bacteriophage),
which became known as the Twort-
d'Herelle phenomenon. Since living bac-
teria were lysed in vitro, it was only nat-
ural for bacteriophage to become attrac-
tive as a potential therapeutic agent.
Consequently, phage was used in the
living host as well as for the prepara-
tion of material for immunization. Eaton
and Bayne-Jones extensively reviewed
(Ref. 4) the subject of bacteriophage
therapy and concluded that "The fa-
vorable reports may have been due to the
specific immunizing actionof bacterial
proteins in the material used and to
nonspecific effects of the broth filtrates."
They also summarized a report by Lar-
kum, who had treated patients with
furtuuculosis by injecting 2.0 milliliters of
bacteriophage subcutaneously on 2 suc-
cessive days. Among 208 patients who
received such treatment, 60 had no reac-
tions, 72 had mild responses, 15 had
general responses, and 2 had severe reac-
tions. No information on reactions was
obtained from the remainder. Larkum
also stated that 78 percent of his pa-
tients had no recurrences in the 6-month
period following treatment. Only 3 per-
cent were unimproved, and the remain-
der had recurrences of varying degrees.
Thirteen of the "cured", patients had
previously failed to respond to autogen-
ous vaccines. Only 2 of 23 acne patients
were "cured" by phage injections.

The Eaton, Bayne-Jones review con-
cludes that,
While bacheriophage dissolved sensitive
bacteria in cultures and causes numerous
modifications of the organisms, its lytic ac-
tion in the body is inhibited or greatly Im-
peded by blood and other body fluids.

With the interest in acute and chronic
staphylococcal infections on the part of
both physicians and patients during an
era when no suitable chemical or anti-
biotic therapy was available, attempts
were made to either induce or to bolster
the defenses of the host. Apparently,
Staphage Lysate (SPL) was an out-
growth of this search.

1. Description:According to the submission,
The product is an ultraflitrate of the com-
plete bacterlophage lysate (Gratia polyvalent
bacteriophage) of appropriate specific prop-
agating strains (parent cultures) of Staphy-
lococcus aureum (Cowan Serological Types I
and III).
It is further stated that:
Bacteriological sterility is achieved by use of
excess bacteriophage and ultrafiltration (0.02
Selas filter candles) and maintained by
meticulous aseptic technique.

The finished product consists of the fol-
lowing:

a. A full representation of the antigenic
components of the entire staphylococcal
cell (1.2-1.8X10" colony-forming units/
mil) rendered soluble by the lytic process,
the metabolites and the heat labile and
heat stable intra- and extra-cellular en-
zymes elaborated by S. aureus;

b. Active bacteriophage (1x 101-1 X10'
plaque-forming units/ml);

c. Ingredients of the culture medium
(Bacto, heart infusion broth, dehydrated,
Difco).

2. Labeling. SPL is marketed as two
products, each labeled Bacterial Antigen.
One (white label) states that it is made
from Staphylococcus aureus, Serologic
Type I and is for aerosol, topical and oral
use only. For aerosol usage the dosage
range is 0.1 to 1.0 milliliter, for topical
usage the dosage range is 0.25 to 2.0 milli-
liters, and for oral usage the dosage range
is 1.0 to 2.0 milliliters. The label includes
a lot number, expiration date, and in-
structions to store the product at 50C
(±__3°C). The product contains no pre-
servative and is not to be used if it be-
comes cloudy. Each package-contains 10-
milliliters.

There are two package types for'the
second preparation, SPL-Types I and III.
One is the same as for'SPL-I, described
in the preceding paragraph, and the
other contains similar statements on its
label (yellow), except that it is for sub-
cutaneous and aerosol usage. For sub-
cutaneous usage the dosage range is 0.05
to 0.5 milliliter and for aerosol usage the
dosage range is 0.1 to 1.0 milliliter. A
package consists of ten 1-milliliter am-

-pules, each containing equal parts of
Types I and MII staphylococci. It too has
no Preservative, and the user is cautioned
to employ "a separate heat-sterilized
syringe and needle for each patient" and
not to use the product should it appear
cloudy.

3. Analyss-a. Animal safety data.
Each lot is tested prior to its release in
accordance with FDA regulations. It is
stated that,
during the course of routine testing of 280
lots over a period of 15 years (never) has any
evidence of significant unfavorable symptoms
or deaths of 1,120 test animals resulting from
the administration of SPL has been observed.

From time to time, other nonroutine
tests have been conducted. These have
included two intravenous doses of 25 mil-
liliters each to three. grown chinchilla
rabbits at 7-day intervals, with none ever
becoming ill. Whenever such rabbits were

- retested after a 12-week period with 3
- milliliters per kilogram intravenously,

none %showed any evidence of hypersen-
sitivity.

b. Human safety data. This Is based
upon correspondence with ndividual
physicians and reports In the literature
(Refs. 15 and 17). In addition, the sub-
mission states that millions of doses have
been administered and that there have
been "no complaints of prohibitively un-
desirable side effects resulting from SPL
administration, when used as directed."

c. Effectiveness data. The following
data were submitted by the manufacturer
regarding the finished biological product,

(1) Controlled studies (Ref. 15).
(2) Partially controlled or uncon-

trolled.
(3) Documented case reports of In-

dividual patients submitted by their
physicians.

(4) Pertinent marketing experiences
that may influence a determination as
to the effectiveness of the finished bi-
ological product. Representative letters
from physicians were included with the
submission.

The producer "has never made a prac-
tice of journal advertising or direct mail
advertising." SPL is promoted only by
providing physicians who prescribe it or
those who inquire, with "documented re-
sults of current studies relevant to SPL
which appear in learned medical and
scientific journals along with clinical
notes (case reports) and periodic infor-
mation letters." Presumably, this is the
method that has been used to estimate
effectiveness and to transmit this infor-
mation to the physician. Copies of some
reports from Journals were provided in
the submission. One of the more recent
papers states that If mice were injected
repeatedly with staphylococci and If they
were then "elicited" by SPL, the mice
were subsequently more resistant to in-
fluenza virus (Ref. 5).

Mills (Ref. 18) described his experi-
ences beginning in 1046 with SPL-like
material administered by nasal aerosol as
a supplement to other treatments of
sinusitis. The author discusses 60 cases
of chronic sinusitis, which "constitute a
random sampling of patients who had
proven stubborn to conventional treat-
ment." When he combined the "excel-
lent" and "good" responders, 78 percent
fell into this combination. These response
categories are not defined nor was any
attempt made to achieve randonlization
or "blindness." This is in essence an
anecdotal report, which does not lend it-
self to objective analysis.

Baker (Ref. 15) described a 4-year
study of staphylococcus phage lysate
aerosol therapy in chronic asthma. The
50 patients studied were selected from
a group of 150 receiving intranasal and
intrabronchial treatment with SPL aero-
sol, and 40 were selected on the basis of:

(I) Those wlo had received adequate
allergic therapy for 5 months or more
with little or no benefit;

(ii) Those who had had bronchial
asthma long enough so that the course
of their symptoms was steady and con-
stant;

(IiI) Those whose nasal and naso-
pharyngeal repeated cultures revealed
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the presence of pathoemeic staphylococci;
(iv) Those without other systemic dis-

ease that could confuse the asthmatic
picture.

Twenty patients were selected as con-
trols and were given aerosol-containing
culture medium. The basis for selecting
the controls was not defined.

The treated (experimental) group
received SPLintranasally after clearance
of the airway by Irrigation with "Isotonic
dextrose or physiologic saline." Vasocon-
strictor nose drops were described as be-
ing used to clear the nares of excessive
mucus. SPL-designated Type I and Type
1ff were described as being available, but
Type 3lL for reasons not explained, gave
rise to "flare ups" of asthmatic symp-
toms, and its use was discontinued.

The Type I Lysate was rendered ac-
cording to the following schedule:

Dose number and Domae Site of
interval Iysato volume . applicatic'n

(miiliter)

1to 6, qlto4days_ TypeL 0.1 to 0.2. Intranas3l.
7toq2to7days..do- 0.2 to 0.5- Do.
13 to 22, q 4 to 7 -- do. 0.2 to L_ Inbtasal and

days. intra-
bronehial.

The controls were described as having
no improvement or reaction during the
first 6 weeks of the study. At the end of
6 weeks the control group was started on
SP.

The authors described definite im-
provement in all patients, although im-
provement was described in some in-
stances during the first six treatments,
With continued improvement thereafter.
No compilation of treatment results was
described for the 6-week period during
the controlled portion of the study.

Results were described as, 44 percent
(22 Patients) "excellent," 42 percent (21
patients) "good" and -14 percent (7 pa-
tients) "fair." This study cannot be con-
sidered a controlled study, but if the ob-
servations are accurate that status asth-
maticus attacks were prevented in a
group described as severe asthmatics,
some degree of effect may be inferred.

Reactions were noted only in the early
stages of treatment and were described
as mild. The discarding of a batch of test
material because of reactions is noted
and implies a potential for other reac-
tions.

As regards the studies of Salmon and
Symonds (Ref. 17), the Panel notes that
patients axe said to have recovered be-
cause of antibody induction but no data
demonstrating such responses are pro-
vided. Cases were treated over a 7-year
period, 1954-1961.

Boger et al (Ref. 6) described an at-
tempt to control staphylococcal skin in-
fections among institutionalized men-
tallY retarded Individuals. Although the
authors, ati one point, tried to control
their studies, the description of the pro-
cedure devised for this purpose is incom-
plete. Their previous trials were essen-
tially anecdotal end limited to the
"worst" cases. The "controlled" series
was indecisive. There was nd discernible

difference in the results in the two groups
(16 persons each), but the total level of
skin Infections had decreased. Boger in
his discussion states,
Of some Interest is the fact that rome lots of
the bacteriophage-lysed vaccine and certain
commercially available toxolds have not given
rsgnificant rises of antibody titers as weas-
ured by the Boger-F rnlel-Gavin teat.

Whatever the merits of this antibody
system, this experience may point to
some differences in lot potency of shelf-
life resistance.

Bryant et al. (Ref. 7) described a ran-
domized double-blind trial in which SPL
prepared by Delmont Laboratories was
used as the vaccine. The controls re-
ceived broth used to produce the vaccine.
The subjects were children G to 12 years
of age, living in an institution under good
hygienic conditions. No difference3 were
noted between the effects of either the
vaccine or placebo on the occurrence of
furunculosis.

Some information sheets sent to phy-
sicians by the manufacturer contain
brief case reprts, sometimes with con-
flicting-conclusions. One, dated July 1971,
ends with "In line with thiz new concept
of cell-mediated Immunity the use of
SPL as a specific eliciting agent Is mak-
ing significant advances." In another
clinical note, dated February 1972, after
describing the case of a G-year-old child
with bronchial asthma, there Is the
statement., '"njections have been shown
to be the best method to maintain im-
munity to staphylococci." In a following
note, after a lengthy dicusslon about
how SPL may be "altering the macro-
phage of the patient, that Is converting
cellular allergy to cellular Immunity."
there is the statement that,
Clinical ch-ervations reported to this lab ra-
tory by phylcians over the past 15 years in
which SPL has been found to be eirective
in reducing the number and severity of up-
per-respiratory infectionz, add to the mount-
Ing evidence'In support of nonmpecific c.llu-
lar immunity.

The individual case report forms,
which constitute the major share of
this Portion of the submission, record
brief, uncontrolled observations that
usually Include a general diagnosis, lit-
tie or no evidence for a staphylococcal
origin of the problem, some indication
of the route of administration, but often
not of dosage, and end with a check-
mark alongside of "excellent" to indi-
cate the degree of clinical response.

More recent publications, which date
from about 1970, are concerned with the
question of delayed-type hypersensitiv-
ity. 'Delayed-Type Hypersensitivity to
Staphyzlococus aureus In Human Sub-
jects" (Ref. 8) is a brief report of ob-
servations in 52 patients "predominantly
suffering from recurrent sinusitis,
bronchitis and asthma, recurrent Eec-
ondary infection in atopic eczema, or
furunculosis." Patients receiving other
forms of hypozensitization treatment
-were continued unchanged. Each of the
52 received an Intracutaneous injection
of 0.1 m1lliter of SPL once weekly for

6 weeks. These skin tests were read at
!a-hour, 3,12,24 and 48 hours after each
injection. The first three tests produced
marked Immediate reactions (within 30
minutes), which subsided within 3 hours,
recurred at 12 hours, and reached a
maximum at 12 to 24 hours. The aver-
age diameter of the erythematou reac-
tion decreased after 3 weeks. The au-
thors concluded that the decrease in
sdn reaction resulted from byposensiti-
zation and that such hyposensitization
was accompanied by "activation of the
reticuloendothelial system and with in-
creased capacity of the macrophages to
inactivate intracellular agents." Discus-
sion of these findings stated that the au-
thors are "well aware that presentation
of the above data does not constitute
acceptable evidence of clinical efflcacy."

Mudd (Ref. 9) stated that the as-
sumption that circulating antibodies
protect against staphylococcal infections
was incorrect. He hypothesized that most
humans, as the result of frequent In-
fections, have delayed hypersensitivity
to Stavhlococcus aureus and that cell-
mediated Immunity can be "elicited" by
staphylococcal antigens such as SPL. No
data dealing with this material or staph-
ylococcal Infections are presented.

Other papers by Mudd and colleagues,
which were provided in the submission,
describe studies in rabbits and mice. It
Is pointed out that rabbits, as the result
of infections, develop delayed-type
hyperscnilzivity to staphylococci. Also.
the staphylccoccal killing capacities of
macrophages were increased statistically
when given SPL intra- or subcutaneous-
ly in 0.1 to 0.2 milliliter amounts.

Subsequently, Mudd reported that
mice hypersensitivite to Staphlzococcus
aurevs and treated with SPL had In-
ereased resstance to vaccilla and influ-
enza xirus infections. In mice, also, it
was found that the ability of their leu-
kocytes to kill staphylococci was en-
hanced by treatment with SPL. From
this and other reports, it was concluded
that (SPL) specifically activated macro-
phage are "nonspecific in their capacity
to inactivate intracellular disease
agents" (Ref. 16). However, these au-
thors do not take into consideration the
possible role of crocs-reactivity between
taxonomlcally unrelated bacteria and
other antigens.

d. Labeling. Five routes of administra-
tion are listed, but either single or mul-
tiple methods may be called for "in the
treatment of staphylococcal infection
nd disease." Further it is stated that:

SM is Indicated In all primary and s.c-
ondary ctaphylooccal infections involving
tho Eino-re:plratory trac, scin, mucous
membranes, wound, burna, grafts and ga-
trontestinal systen.

SPL I- indicated for the rtaphylazCccai
components of. theoze mixed infections in
which the "SYNERGISTIC" factor s cauz'nZ
ncrea Ingly severe problem.

SPL is epecially Indicated for de-ep--ated
infctlons such as staphylococcal ssptice-
mIss, intractable ca-teomyelltis, severe pus-
tular ame, chronic recurrent furunculoeis
and rinusItis.
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SPL affords a specific therapy for staphy-
lococcus infections, and may be used safely
for the prophylaxis and control of staphy-
lococcal disease without the hazards of hy-
persensitivity or.toxic reactions.

In addition, "SPL Types I and III
cover more than 90 percent of all strains
(staphylococcal)." This includes phage
types 80/81, 54 and other antibiotic-
resistant strains.
SPL is a standardized product. Each milli-

liter contains:
(a) 2,000 million lysed, antigenically potent

Staphylococcus aureus, antigenic Types I
and III, as a whole culture antigen in solu-
tion, and

(b) more than 10,000 million active Staph-
ylococcus bacterial phade particles.

Accordingly, SPL provides (1) a potent
antigen which stimulates high antibody re-
sponse in the host, and (2) -the bacteriophage
that destroys the infecting' organism on con-
tact.

Children receiving the vaccine sub-
cutaneQusly should receive one-half the
adult dose. When other routes, e.g., aero-
sol, topical, or oral are employed, dosages
for adults and children are the same.
For infants, nose drops or oral doses are
the preferred routes. One should also
treat acute infections with more frequent
administrations than for subacute or
chronic cases.

When the subcutaneous route is used,
It is recommended that supplementary
doses should be administered topically
either by spray, pack, or installation, if
open lesions or wounds are present. In
gastrointestinal infections, oral doses of
1 to 2 milliliters are given every 12 to
24 hours.

The best dosage schedule is the one which
produces the desired therapeutic results
without causing either systemic or excessive
local reactions. After reaching top or opti-
mum dose, that dose (the maintenance dose)
is repeated at I- to 4-week intervals. Toler-
ance: The maximum quantity of SPL that
can be given without producing general, vac-
cine-like reactions (malaise, Increase In tem-
perature); or an excessive local reaction
(redness greater than 2 inches in diameter
or uncomfortable soreness).

Administered as suggested, SPL is non-
toxic, nonsensitizing, nonirritating to any
body tissue or fluid. No reported anaphylac-
tic reactions.

The package insert, dated April 1972,
contains essentially the same material,
except that It is expanded and-lists 14
bibliographical references. In discussing
the rationale for using SPL, the state-
ment Is made that although for.a long
time It was thought that it functioned
primarily to induce antibacterial anti-
bodies, this is not supported by modem
clinical and laboratory studies.
Benefit from staphylococcal vaccines and
equivalent staphylococcal products is inow
coming to be understood as resulting from
favorable effect upon the state of cellular
sensitivity to Staphylococcus.

It is further stated that repeated treat-
ment with SPL markedly reduces cellular
hypersensitivity to Staphylococcus au-
reus. The several references submitted to
support this conclusion are described In.
the insert as "still uncontrolled." The
additional point Is made that SPL con-

tains active polyvalent bacteriophage,
which Is able "to lyse in vitro a signifi-
cant proportion of the field strains of
staphylococcus, in particular the notori-
ous hospital strains." No preservatives
are added to SPL in order "to maintain
maximum antigenic potency and phage
activity."

Aerosols or nose drops of Staphage Lysate
are the classic methods to induce a specific
local and systemic immunity to staphylococci
by lysis and rapid absorption of the antigen
in the anterior nares, the main reservoir
of pathogenic staphylococci. Intranasal aero-
sol inhalations allow direct access to the
sinuses, throat and bronchial tubes; com-
bined with subcutaneous injections better
clinical results are obtained.

This is followed by a description as to
how the aerosols should be administered.
Inhalations may be repeated at 1- to 3-
day intervals with increasing doses to a
maximum of 0.5 to 1 millileter, depend-
ing upon urgency and tolerance. For bet-
ter coverage, one is advised to combine
this with subcutaneous injections and
oral doses. SPL may also be given by
nose drops at home, between visits, to re-
duce the dissemination of the offending
staphylococci from the anterior nares.
Sterile droppers should be obtained for
this purpose. When drops are Instilled,
the droppers should not touch the nose
"or anything else." Those with allergies
should be started on SPL Type I by aero-
sol and when a plateau has been reached,
Types I and III may be tried.

Oral administration is rceommended
for the specific treatment of .taphylo-
coccal enterocolitis. This may be rein-
forced by either concurrent subcuta-
neous injections or nose drops or both.
Accessible lesions (skin, mucous mem-
branes, eye, ear, bums, sinus tracts and
ulcers) can be treated by topical appli-
cations of SPL I and III as sprays,- drops,
packs, or irrigations.

Under "Precautions" there Is a state-
ment that,
In common with all antigens employed to
stimulate the production of antibodies that
are protective in the event of subsequent
disease, SPI presents the remote potential of
host sensitization to staphylococcal or bovine
protein. No instances of anaphylactic shock
have been observed in many thousands of in-
Jections or aerosols, but the physician must
bear this possibility in mind, be prepared to
deal with such an emergency by having at
hand epinephrine, intravenous antihista-
mines and corticosteriods.

The patients said to be likeliest to have
reactions to SPL Type III are those "with
bronchial asthma, pulmonary fibrosis
and emphysema, bronchectasis and
multiple allergies * * *." In such pa-
tients, SPL presumably should not be
administered by inhalation, but the
other routes should be satisfactory.

To prevent relapses, it is recommended
that booster treatments be provided ev-
ery 2- to 4-weeks indefinitely, either by
injections, aerosols, or nose drops.

4. Conclusions-a. Critique. What be-
gan as a vaccine designed to induce anti-
bodies against staphylococci in acute,
subacute or chronic infections or "al-
lergy" to the organism, has evolved as

the "medical rationale for use of Staph-
age Lysate (SPL) is based on the follow-
ing summarized principles," (from sec-
tion VII of the Delmont data submission
to Panel). The ability of macrophages to
destroy intracellular organisms may be
increased by the processes of "induction
and elicitation of reticuloendothelial
function." "Induction" follows coloniza-
tion or infection by Staphylococcus au-
reus and leads to delayed-type hyper-
sensitivity, while "elicitation is achieved
by administering staphylococcal anti-
gens present In Staphage Lysate." The
latter leads to a reduction In cellular
hypersensitivity (desensitization) which,
in turn, provides clinical benefits, The
application of these principles offers
"great promise in cases In which the ca-
pacity of macrophages to deal with In-
tracellular agents is critical."

At the same time, It Is emphasized that
SPL contains active polyvalent bacterio-
phage, which In vitro can lyse different
kinds of staphylococci. The statement
concludes:
With a view to conforming to appropriate
labeling of SPL, the packago circular cloarly
states that SPL Is distributed for the treat-
ment of staphylococcal infections,

The package insert, while describing
a number of disease variants and pur-
poses for which SPL treatment could bo
used, has moved into the use of current
immunologic terminology without adding
any more Information than was avail-
able In the past.

It Is also significant that while It Is
stated that this vaccine contains live
polyvalent bacteriophage at the time of
production and following final filtration,
no data are provided as to Its persistence
in the package during storage, or at the
expiration date. It Is stressed that the
bacteriophage in SPL offers additional
therapeutic benefits, but this Is not sup-
ported by the data. Nor is there Informa-
tion as to whether the contained phage Is
antigenic in humans or animals. The re-
cent concern about bacteriophage in live
virus vaccines (Ref. 13) must be con-
sidered In reviewing this product. (See
discussion .on phage In statement on
safety.) If live phage is present then the
concern about harm to humans either in
the transmission of genetic material
capable of producing cancer and/or de-
generative disease (Ref. 14) is valid and
must be considered.

The fact that bacteriophage can rep-
licate in certain mammalian cells (Ref.
13) as well as alter nonpathogenic bac-
teria to pathogens by Inducing toxin
production are additional factors to be
considered in the evaluation of the prod-
uct's safety. That bacteriophages are po-
tent antigens in humans has been shown
by Uhr (Ref. 10) in newborn premature
infants. The 0X174 bacteriophage lis
subsequently been studied by Ochs, Davis
and Wedgwood (Ref. 11) in patients with
immunodeficiency diseases. Wedgwood
and Uhr did not see any adverse effects
from- phage Klein-schmidt, Douthart
and Murphy (Ref. 12) have reported
that T4 collphage may Induce interferon
formation.
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The emphasis on bacteriophage ap-
pears to be unrelated to the producer's
attempt to ascribe the benefits of SPL
to the "elicitation" of cell-mediated im-
iunity. While the resultant "angry

macrophages" may require specific stim-
uli, their presumed beneficial functions
are said to be nonspecific, suggesting to
the manufacturer a potential new avenue
for the use of this product.

Taken as a whole, the data cited above
indicate-the following:

(1) The evidence for this product's
safety is incomplete. Since bacteriophage
genetic material has been reported to
enter mammalian ceUs and their genetic
components under certain conditions,
the safety of bacteriophage per se and
especially in parenterally administered
biologicals, is a matter of concern, e.g.,
witness the case of live virus vaccines
(Ref. 13). SPL presents an analogous
problem;

(2) This product is said to contain not
only all components of the lysed staphy-
lococcal cell, its metabolites and en-
zymes, but also "Ingredients of the cul-
ture medium." The latter would include
beef heart infusion, which may induce
antibodies that cross-react with human
heart muscle. No data are supplied that
the vaccine's content of heart infusion
broth is safe and nonsensitizing to pa-
tients of all age groups, especially when
delivered to mucous membranes. In the
absence of evidence to the contrary for
this and the other product components,
conclusions as to the safety of SPL must
be held in abeyance;(3) No-objective, controlled data are
supplied that demonstrate that SPL is
effective in the treatment of staphy-
lococcal infections and the other listed
conditions;

(4) The suggested indications for the
use of SPL are diffuse, ill-defined, and
have undergone changes over the years
so as to now include a new set of un-
substantiated (in man) modes of action
and indications for usage;

(5) No justification is supplied for the
selection of the various routes of admin-'stration;

(6) No evidence Is provided that there
is live bacteriophage available at the
time when the material is used and that,
if present, it provides any therapeutic
benefits;

(7) No evidence is provided that the
bacteriophage, if present, Is antigenic in
man and if it is, that such antibodies
affect "therapeutic" activity.

b. Recommendations. It is recom-
mended that this product be placed in
Category I11B and that the appropriate
license(s) be revoked for the following
reasons:

(1) There is no substantial evidence of
safety or effectiveness.

(2) There is no evidence presumptive
of safety.

(3) If SPL is to be recommended for
use as a stimulator of cell-mediated im-
munity, either specific or general, this
"new" function requires evaluation as a
new biological.
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BAcTE I L VACCINE UnE FROM PmEUuo-
coccr, STmEPococc, H. INnwnzrAz,
AND N. CATARRHALIS (EN7oAL) (V-404,
V-408) AUFAmCTmUR ELz LnLY
MM Co.
During the two decades following the

influenza pandemic of 1919, extensive
efforts were made to develop effective

vaccine against serious Infections from
varlous bacterial respiratory pathogens.
These efforts were extended to include
preventive treatment of the milder recur-
rent bacterial complications of the com-
mon cold. Because of the impression that
any vaccine effect would be short-lived
and that frequent injections would be
costly, time consuming and not likely
to be generally accepted by patients, re-
search on oral vaccines was instituted
in animals, and results were promising.
In addition to inducing antibody produc-
tion, vaccines had protective effects un-
der certain conditions. In one of the last
studies reported, ENTORAL protected
rats from fatal doses of pneumococcus
Type L The recommended human dose
was used (Ref. 1 below).

Proponents of oral "cold" vaccines
recognized the problem of developing a
polyvalent vaccine that would impart
immunity to the numerous species of
bacteria that might complicate respira-
tory viral infection. Rockwell and Van-

irk attempted-to circumvent this prob-
lem by selecting organisms with high
contents of heterophile antigens, on the
basis that thei might stimulate much
broader immunity than would species-
specific antigens (Ref. 2). They ob-
served that heterophile antibody produc-
tion could be induced by oral vaccine
and reported some correlation between
antibody titer and clinical Improvement
(Ref. 3). Apparently their selection of
organisms for heterophile antigen was
the basis for the formulation of EN-
TORAL (Ref. 4), though this is not ex-
plicitly stated in the literature.

1. Description. ENTORAL is an oral
vaccine prepared in capsules. Each cap-
sule contains the following heat-killed
organisms:

D. pneumoniac (types 1, 2, 5, 7) ---- 40.0
Streptococcus-3 shins. (Beta-group

C, untypable alpha and gamma) .... 15.0
L~tnfluensac-2 s ......... 2.5
N. catarrhali--2 saln. ... 2.5

The package label Indicates that the
vaccine "may be useful for increasing
resistance to bacterial respiratory infec-
tions." The recommended dose for older
children and adults is one capsule daily
for 1 week, then twice weekly for the
duration of the "infection season."

2. Anqlys s-a. Effeciveness. Several
reports were submitted by the company
which indicated that oral vaccine can
Induce antibody production and animal
protection. The contents encouraged
some clinical studies In the 1930's. Yet,
even a predictable antibody response in
man cannot stand as adequate proof of
effectiveness unless It correlates well with
a significant clinical component in an
adequately controlled study. This would
apply to any antibody -but particularly
to heterophile antibody, which has no
,known direct protective effect. The as-
soclation of beterophlile immunity and
"cold" protection (Ref. 3) was found as
part of a study that was not controlled
adequately. In fact, though the favor-
able reports used control subjects, gia
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controls were untreated. Vohmters
would be treated,. while nonvolunteers
served as controls.

As it turned out, the potential value
of oral vaccine as a method of reduc-
ing absenteeism in schools and industry
attracted the attention of physicians
who were prepared to carry out double-
blind, placebo-controlled studies. Two of
these, one reported in 1938 and one in
1943, showed no significant benefits from
oral vaccine treatment. The first study,
by DiehI, Baker and Cowan, included
information on the frequency of "colds"
in University of Minnesota students who
reported from memory, for the year pre-
ceding treatment (Ref. 5). Both the
treatmdnt and control groups had reduc-
tions of 70 percent in the average num-
ber of "colds" per person during the
treatment period, compared with the
preceding year-a response rate similar
to that of treated groups in the earlier
favorable studies. There was no differ-
ence in the number of days per person
lost from school. The source of the vac-
cine used was not given. The number of
organisms per capsule differed somewhat
from ENTORAL as it is now marketed:

Billions
D. pneumohiae (types not given) ---- 25
Streptococci ------------------------- 15
R. influenzae ------------------------ 5
N. catarrhal ----------------------- 5

The 1943 study involved 253 employees
of the Henry Street Visiting Nurse Serv-
ice in New'York City. The vaccine cap-
sules contained the same number of or-
ganisms as was used in the Minnesota
study, and both vaccine and placebo were
provided by the Eli Lilly and Company.
The number of colds per person-period
was similar in the treated (2.1) and con-
trol (2.2) groups. Although the number
of days absent from work was somewhat
less in the treated group" (3.1 vs. 4.2),
the authors concluded that treatment
"appeared to have no influence" either
on the incidence or severity of the com-
mon cold or on the secondary compli-
cations (Ref. 6).

A third study from England, also re-
ported in 1938 and involving 1,062 work-
ers, compared ENTORAL (composition
not stated) with ultraviolet lamp treat-
ment, vitamins A and D, lysed bacterial
vaccine, and an untreated group. The

* study involved the number and dura-
tion of colds and working days lost (Ref.
7). Only the effect of ultraviolet treat-
ment seemed to be better than no treat-
ment at all.

The literature on oral bacterial vac-
cine, then, reflects the classical pattern,
namely, an initial surge of favorable re-
ports leading eventually to controlled
studies that do not support claims for
effectiveness.

In addition to the medical literature
and other material submitted by the
manufacturer, the Panel gave careful
consideration to letters submittea to the
Bureau of Biologics by users of the vac-
cine, who attested to its effectiveness.
Unfortunately, such individual reports
do not provide evidence for effctiveness
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In settings where high placebo-response
rates exist.

b. Safety,. There is no evidence that
this product Is not safe. The organisms
used may be found in the nasopharynx
in the absence of disease. No animal
safety data were submitted by the manu-
facturer, and no mention of toxicity ap-
pears in reports on the biological effects
of the product in animals (e.g., Ref. 1).
Diehl et al. found that about 3 percent
'of their ENTORAL-treated subjects
developed side effects, of which about
half were gastrointestinal, compared
with about 0.5 percent of the controls
(Ref. 5). None of the side effects were
serious. Marketing data provided by the
manufacturer indicate the , following
consumer complaints based on millions
of pulvules distributed annually. Of 31
therapeutic-type consumer complaints
received by the manufacturer over al-
most 5 years, 21 related to lack of bene-
fit. The remainder related to diverse con-
ditions, which probably were associated
with ENTORAL only temporally.

c. Labeling. Although cautiously
worded, the statement on use of the
vaccine does imply effectiveness, but the
implication is not supported by the evi-
dence. Capsules need to be opened to pro-
vide half-doses for infants and young
children. If a legitimate indication exists
for treating this age group, then half-
dose capsules should be available.

3. Conclusion-a. Critique. Although it
may be granted that killed oral vaccine
can stimulate some humoral antibody
productfion in man, there is no evidence
that such antibody has any protective
effect on upper respiratory bacterial in-
fections. In fact, no direct proof exists
that the organisms used in the vaccine
are even significant as pathogens com-
plicating the common cold. If a true
bacterial infection were to develop, anti-
biotic treatment would be necessary and
reliance on such vaccines might delay,
treatment to the detriment of the
patient. In addition, the vaccine has long
since been put to the test of controlled
clinical studies and found wanting.

b. Recommendations. It is recom-
mended that this product be placed in
Category IIIB and that the appropriate
organism license(s) be revoked for the
following reason: There is no substantial
or presumptive evidence of effectiveness.
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RESPIRATORY UBA (UBA-32) ; MIxED VAC-
cINE No. 4 Wrtu H. Ni'LUENZAi; (V-
306); AND COmBmr VACcInE No. 4
WITH CATARRHALIS (V-151) MANUlAC-
TURED BY ELI LILLY AND Co,

1. Description-a. Composition-(1)
Respiratory UBA (UBA-32):

Number lgrains
Organisms og rrcent nitrogrn

s t ain s m i 1l e r

Streptococci ........... 7 30 0.015
Pne unocoel .......... 4 30 .015
Hctnophilu3 influenzae. 2 20 .01
Staphylococci ...... 3 15 .0,75
Negsseria calarrhals.... * 2 5 .2005

(2) Mixed Vaccine No. 4 with 17. In-
fluenzae (V-306):

Number Millions of
Organisms of strains organms

per millliter

II. influenzae ....... 2 No
X. cafarrhal ....... 4 100
Streptococci -------- 500
K. pneumonlao... 1 150
Staphylococci ------ 11 100
Pneunmococc. 4 1, 500

(3) Combined Vaccine No. 4 with Ca-
tarrhalis (V-151):

Number of Mlllons of
Organisms strains organ.mns per

mllliter

V. catarrhalls ----- 4 200
I~pneuinoniae ----- 1 200
Pncumoocci ------- 4 100
Streptococci -------- 0 100
Staphylococci ------ 11 G0

b. Preparation-(1) Respiratory nBA
(UBA-32). This product Is prepared by
growing individual strains in mass cul-
tures, washing in Locke's solutions to
remove metabolites and fragmenting the
bacterial cells In a ball mill as described
by Krueger (Refs. 1 and 2 below), and,
Powell and Janieson (Ref. 3). The initial
washing is said to remove extra-cellular
metabolites and culture components, and
the grinding in a ball mill with subse-
quent filtration is claimed to produce
less denaturation of protein thqn other
methods of killing. The ground baaterlal
is suspended in Locke-Ringer's solution
and filtered through acetic-collodion
ultrafilters. Standardization of the ster-
ile filtrate is made on the basis of native
protein content. Thimerosal, 1:20,000, Is
added as a preservative.

Strain derivation includes organisms
collected from a variety of sources from
1927 to 1948. None of the streptococcal
strains are identified as being Group A;
three are Group C; one is Group B; and
three are nongroupable. Among the
pneumococc, Types 1, 2, 5 and 7 are
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represented. The two strains of H. injlu.
enzae ate both of type b. The three
strains of staphylococci were isolated Ir
1915, 1929 and 1934; two are S. aurew
and the third, S. epidermifis. The strainc
of N. catarrhalis were obtained in 1934
one from the New York State Healtb
Department Laboratories and the othei
from Johns Hopkins University. The
product is supplied in 20 milliliters rub.
ber-stoppered vials.

(2) Mixed Vaccine No. 4 with H. in-
ftuenzae (V-306). This product consistE
of heat-killed bacteria suspended in iso-
tonic saline. The preservative is 1:10,00K
thimerosal. It has four strains of N. ca-
tarrh7ais, two are the same as those In
UBA-32 and two are different. One is
described as having been obtained from
"the sputum of asthma patients" and
the other from someone with rhinitis.
The six strains of streptococci used In
this vaccine are the same as in UBA-32,
but the ten strains of S. aureus are dif-
ferent in that they were isolated more
recently and their phage typing patterns
are stated. They represent a variety of
types although three are of the 80/81
pattern. An eleventh strain of staph-
ylococcus is the same S. epidermidis that
is In'UBA-32: The four strains of pneu-
mocci are also.Types 1, 2, 5 and 7. The
one strain of KMebsiella pneumonjae was
isolated In 1914 by the New York City
Board of Health. Standardization of the
vaccine is in terms of the numbers of
bacteria rather than antigen nitrogen.
The product is supplied in 20 milliliters
rublier-stoppered vials.

(3) Combined Vaccine No. 4 with
Catarrhalis V-151). This product is a
suspension of heat-killed bacteria in iso-
tonic saline with the preservative thi-
merosal 1:10,000. The method of prepa-
ration is the same as in the case of
product V-306 as-are the strains of N.
catarr7utlie. The four types of pneu-
mococci are, again, Types 1, 2, 5 and 7.
Of the six strains of streptococci, one is
alpha, two are beta, and three are
gamma streptococci according to the
hemolysis patterns. Both strains of beta-
streptococci are Group C. There are no
Group A streptococci In this vaccine. The
eleven strains of staphylococci are the
same as In V-306. The product is sup-
plied in 20 milliliters rubber-stoppered
vials.

2. Labeling-a. Respiratory TBA
(UBA-32). According to the package in-
sert, the preparation is "Intended for
cutaneous-, intradermal, and topical ad-
ministration as a means of developing
immunity to the organisms represented
by the formula." No specific claims of
effectiveness are made, but the possi-
bility of Improvement in certain patients,
namely those with frequently recurring
infections and those suspected of hav-
ing bacterial allergy, is suggested. The
types of respiratory infection are not
specified, but mention is made of the
prophylaxis of respiratory bacterial in-
fections and treatment of chronic sup-
purative sinusitis.

One dosage schedule Is that used by
Diehl et al. (Ref. 19) which suggests

- "prophylaxis of respiratory bacterial in-
fections." Subcutaneous injections of 0.5
milliliter are given twice weekly for 3
weeks, and then 0.5 milliliter every 2
weeks through the fall, winter and spring.

, It is not stated whether this Is to be re-
L- peated annually or whether a single

course is sufficient. If one Is treating
"chronic suppurative sinusitis," then

- "best results have followed subcutaneous,
ntradermal and topical administration

- at each visit." When given intranafally,
it is suggested that "1.0 to 1.5 milllliters

- of the product be diluted with an equal
quantity of 1 percent epinephrine or

" other Vasoconstrictor in physiological
* saline." Nothing is mentioned about pre-

cautions in the use of such a dose of
epinephrine in the presence of certain
conditions such as hypertension. Pre-
cautions mention the possibility of hy-

* persensitivity reactions, but no mention
is made of possible induction of asthmat-
to attacks. Induction of bronchospasm
In asthmatics has been reported to be
produced by the inhalation of an aerosol
of N. catarrhalis. It was felt that this did
not represent infection, but rather hy-
persensitivity (Ref. 20). The user Is ad-
vised that "precaution of denaturation of
the antigen should be observed," but no
further explanation or clarification of
this statement is given. Dosage for
children is not mentioned.

b. Mixed Vaccine No. 4 with H. lnftu-
enae (V-306). The indications for this
product are expressed somewhat differ-
ently as "a means of developing Immu-
nity to organisms represented In the
.formula." This statement Is qualified by
citing differences of opinion regarding
the effectiveness of bacterial vaccines in
decreasing the incidence or severity of
respiratory infections. It is stated that
improvement often follows administra-
tion In patients with frequently recurring
infections and those suspected of having
bacterial allergy. Implied is the arsump-
tion that the organisms from which the
product is prepared are responsible for
respiratory infections when In fact N.
catarrhalis and S. epidermidfi are con-
sidered nonpathogenic inhabitants of the
respiratory tract.

Injections of the product are recom-
mended for the fall and to be maintained
throughout the cold weather. The sug-
gested starting dose s 0.1 to 0.25 ml-
liter which is increased at 7-day intervals
for 4 weeks, and then repeating the max-
Imum dose (usually 1 mliliter) at in-
tervals of 3 to 4 week" to "maintain
immunity." Dosage In children Is not
given.

Adverse reactions are stated as being
due to bacterial allergy, illustrated with
an example of the induction of asthma
In an asthmatic patient with bacterial
allergy. Induction of bronchospasm in
asthmatics has been reported to be pro-
duced by the inhalation of an aerosol of
N. eatarrhalis. It was felt this did not
represent infection but rather hypersen-
sitivity (Ref. 20).

-c. Combined Vaccine No.4 with Catar-
rhalis (V-151). Indications and precau-
tions are the same as for product V-306.

The same assumptions are made that the
organisms in the formula are responsible
for respiratory infections, when In fact
several are normal inhabitants of the
respiratory tract.

The suggested dosage schedule recom-
mends the subcutaneous administration
of an Initial dose of 0.1 minlter, fol-
lowed at 5-day intervals by 0.25 milliliter,
0.5 milliliter and 1.0 milliliter. A monthly
maintenance dose of 1.0 milliliter Is sug-
gested throughout the winter months.
Instructions are given for decreasing the
doze if a reaction occurs. For small chil-
dren, the dosage may be reduced, but
this Is not a firm recommendation and
thus not very useful. The induction of
bronchospasm as evidence of hypersensi-
tivity to N. catarrhalls, mentioned above,
also is pertinent.

3. Analysis-a. Safety-(1) Respira-
tory UBA (UBA-32). The company sub-
mitted animal safety test results obtained
over a 7-year period. These conform to
regulations on general safety.
Human safety studies are not pre-

sented, but the absence of reports of
serious reactions over the many years
that the vaccine has been in use is cited
as evidence of safety. Dose-related re-
actions are to be expected In the use of
such vaccines and the manufacturer rec-
ommends that any dose which results In
a marked local or systemic reaction
should be reduced on subsequent Injec-
tion, and then gradually increased in
repeated injections. Eighteen therapeutic-
complaints, 13 local reactions and five
systemic reactions, are recorded. None is
listed as a severe or prolonged illness, but
clinical details are not given. Systematic
analysis and long-term followup are
lacking.

(2) Mixed Vaccine No. 4 tth H. In-
fluencae (V-306). No studies are pre-
sented except those required by the FDA
for general safety. Human safety data
are lacking. The statement Is made that
no complaints have been received from
users of this vaccine.

(3) Combined Vaccine No. 4 with
Catarrhalis (V-151). Animal safety data.
are limited to that required by FDA reg-
ulations for general safety. No human
safety data are presented except for
a report of one adverse reaction during
a 6-year period. This is described as
"sunburn-like" but with no further de-
tals.

b. Effectireness-() Respiratory UBA
(UBA-32). The background of effective-
ness is based on 12 medical references
(Refs. 1 through 12 below) three of
which (Refs. 4, 10, and 11) deal with H.
Vcrtussis, an organism which is not ued
In this product. It is only in these H.
Vertussfs reports that one finds any in-
formation on the effects of UBA on anti-
body production and resistance to chal-
lenge with virulent bacteria. other refer-
ences describe the Krueger method of
preparation and use of the product In
sinusitis and asthma. Clinical results are
reported as varlable, but generally favor-
able and with few adverse reactions
Wfomack (Ref 5) reported on the treat-
ment of 53 cases of acute respiratory in-
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fections with overnight "cure" in 40
percent of the cates, "good" improve-
ment within 48 to 72 hours in 31 percent
of the cases, "fair" improvement over a
5-year period in 25 percent of-the cases,
and no effect in 4 percent of the cases.
No bacteriologic studies were performed
and no other treatment is mentioned.
Patients who relapsed within 10 days
were subsequently treatedwith injections
of the product 3 times weekly for at least
2 weeks. Chronic cases were -treated for
6 to 8 months. Ten cases of furuncles of
the external ear were treated, all cured.
Only one local reaction was observed.

Hosmer (Ref..9) reported treating 50
patients with chronic sinusitis, of whom
62 pbrcent had good results. All were se-
lected as treatment failures with other
types of therapy. Cultures obtained
from 50 patients showed hemolytic S.
aureus to be the most frequent organism
present.

Six other references were provided by
the manufacturer, none of which has
direct application for supporting the ef-
fectiveness of the product under con-
sideration (Refs. 13 through 18).

(2) Mixed Vaccine No. 4 with H. In-
luenzae (V-306) and Combined Vaccine

No. 4 with Catarrhalis (V-151). No data
are provided to demonstrate antibody
responses in either animals or humans
with these two products. Evidence in
support of human effectiveness is based
on availability and clinical usage of these
products for many years.

4. Conclusions-a. Critique-(1) Gen-
eral. These products were developed at
a time when neither the etiologies of
acute respiratory diseases were clearly
understood nor the specific antigenic
components of the bacteria contained in
the products clearly defined. It is now
accepted that 90 percent or more of
acute respiratory infections are not
caused by bacteria but by 300 or more
viruses and some mycoplasma. Immunity
In the case of bacteria which can be
causative Is type-specific in the case of
H. influenzae, pneumococci and strepto-
cocci. N. catarrhalis is not known to play
any role in respiratory infection and im-
munologic defenses against staphylococ-
ci remain to be defined. At best, the latter
is only rarely a primary factor in respira-
tory disease.

The uses for which these products are
recommended tend to confuse the issue
further. They are claimed to increase im-
munity to the bacteria from which they
are made through repeated, almost con-
stant usage. On the other hand, the same
products are recommended for treatment
of patients with "bacterial allergy" and
asthma through the mechanism of "de-
sensitization." No evidence is provided
which would support the contention that
the bacterial components of these prod-
ucts are related to the clinical problems
presented by such patients. The data pro-
vided are largely anecdotal which makes
it impossible to assess the benefits
claimed from the products' use. With re-
spect to the two types of products de-
scribed: one of whole bacterial bodies
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and the other of "denatured bacterial
antigen," there are no data which dem-
onstrate whether the two are inter-
changeable, or that one is superior to the
other. It is possible that the method of
preparation may result in lower yields
of effective antigens or of selective re-
moval of pertinent cell wall antigens. At
the very least, it would be desirable to
have valid data from experimental ani-
mals and humans indicating that they
stimulate the formation of measurable
antibodies when administered according
to directions. It also would need to be
demonstrated that value is to be gained
from employing vaccines which contain
strains of streptococci which only occa-
sionally produce human infections, and
other organisms such as N. catarrhalis
which do not cause respiratory infection.
The rationale for including in these
products two different H. influenzae,
type b strains whose antigen is known
to be a specific polysaccharide, or mul-
tiple strains of non-Group A streptococci
and a strain of Klebsiella require sup-
portive evidence. If these are truly im-
munizing, then the question can be asked
why benefits should only be anticipated
during their administration, without ap-
parently inducing residual benefits?

(2) Respiratory UBA (UBA-32). In
support of Respiratory UBA (UBA-32),
brief reports are presented on the im-
munization of rabbits with pertussis vac-
cine prepared by the Krueger method,
one showing antibody production and the
other resistance to challenge with viru-
lent bacteria (Ref. 4). Antibody responses
to- the bacterial antigens in UBA-32 ap-
parently have not been studied. None of
the submitted clinical trials show ap-
propriate controls (Refs. 5 through 9,
and 12).

While several bacterial isolations are
reported before instituting "immuniza-
tion," none show any data concerning the
type or frequency of bacterial isolation
during or after the "immunization" pro-
cedure. Desensitization to bacteria has
been suggested by several authors as the
mode of action. No data, 'however, are
presented on whether the injection of
these products has any influence on im-
mediate or delayed hypersensitivity re-
sponses, nor is any data presented which
would help support the contention that
the recipients were hypersensitive to any
bacteria in the first place. In treating
those with chronic sinusitis, three of the
authors specified that the subjects who
were included had proven refractory to
other forms of treatment, thus making
them their own controls. This type of
analysis is limited by the subjective na-
ture of the criteria for improvement and
by the lack of any precise- definition of
the natural history of the disease. One
partially controlled study which used the
Krueger preparation was that 'of Diehl
pt al. (Ref. 19) who, reported a 25 per-
cent greater reduction in the average
.number of colds in inoculated subjects
as compared to controls. These authors
considered the difference statistically
-significant, but concluded that it was not
sufficiently great to warrant use, of this

product. Although referred to in the
package insert, this article was not in-
cluded in the manufacturer's presenta-
tion.

(3) Mixed Vaccine No. 4 with I, In-
Iluenzae (V-306) and Combined Vaccine
No. 4 with Catarrhalis (V-151). Support
for effectiveness of the two other prod-
ucts, Mixed Vaccine No. 4 with H. Influ-
enzae (V-306) and Combined Vaccine
No. 4 with Catarrhalis (V-151), Is Indeed
meager. Little Information is submitted
upon which to base any claims for Induc-
ing either immunity or desensitization to
the organisms from which they are pre-
pared. The statement included In the
package insert, which claims that the
products are useful in persons with bac-
terial allergy, is not supported by any
data which show that the patients
treated had such allergy in the first place,
or that the vaccine alters such hyper-
sensitivity states In any way. As to safety
considerations In humans, the only sup-
port cited is the lack of reported serious
adverse reactions during the marketing
experiences of the products.,

b. Recommendations. The data sub-
mitted do not adequately prove the effec-
tiveness and safety of any of these three
products. Randomized, controlled dou-
ble-blind studies In accord with the Pan-
el's position on these subjects as part of
their general findings are desirable to
support effectiveness. Similarly, the pe-
riod of marketing Is not in Itself adequate
support of safety of these products, as
pointed out in the Panel's position as
part of their general findings.

Since any product administered paren-
terally involves risk, and the benefits here
have not been clearly documented, bene-
fit-to-risk ratio for all three products Is
considered to be low.

Since the data which suggest safety
and effectiveness are largely based on ex-
perience with UBA-32 and there are no
data concerning the use of V-306 and
V-151, it Is recommended that any furth-
er studies to substantiate the claims of
safety and effectiveness be directed tow-
ards the first product;

(1) Respiratory UBA ,(UBA-42). It is
recommended that this product be placed
-in Category IIIA and that the appropri-
ate license be continued on an Interim
basis in accordance with the appropriate
Federal regulations and recommenda-
tions of this report. The reason for this
recommendation are that:

(i) There is no substantial evidence of
safety and 6ffectiveness.

(ii) There is evidence presumptive of
safety based on published reports.

This recommendation to permit con-
tinued use of UBA-32 during a test pe-
riod is made on the condition that no
strains of Group A streptococci will be
contained in the product in accord with
the Panel's statement on this subJect as
part of their general findings.

Changes in labeling for UBA-32 are re-
quired to state clearly the specific Indi-
cations for use expressed In standard
medical terminology. Claims that this
product induces either protective immu-
nity or desensitization should be modified
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to indicate to theuser that these are pos-
sible effects tbqt have not been proven.
Since therais no conclusive evidence that
treatment with this product induces a
beneficial effect, claims or implications
milliliter, followed by increments to 1
-such time as they might be substantiat-
ed by further study. .Also see labeling
statemenrt.

(2) Mixed Vaccine No. 4 with H. Influ-
enzae (V-306) and Combined Vaccine
-No. 4 withi Catarrhalis (V-151). It is rec-
ommended that these two products be
placed in Category TrB and that the ap-
propriate license(s) be revoked for the
following reasons:
. (i) There is no substantial evidence of
safety or effectiveness.

(A) There is no evidence presumptive
of safety.
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STapHYLococcusVAccenm (V-563) MAZIU-
^cTURED in ELi LuxLY Alm Co.

1. Description. The product is a heat-
killed suspension of staphylococci (10
strains of Stapylococcus aureus and '_
strain of Staphylococcus epidermidis) in
saline containing thimerosal 1:10,000 as
preservative. The vaccine contains 2,000
million Staphylococcus aureus and 2.000
million Staphylococcus epidermidis or-
ganisms per milliliter and is supplied in
5-millhiter-stoppered vials. The sources
of all of the bacterial strains are pro-
vided in the submission. This includes
the phage type and hemolysis patterns
of the Staphylococcus aurcus strains.

2. Labeling. The product is suggested
for use in chronic or recurrent stqphylo-
coccal infections. Other concurrent treat-
ment (antibloilcs i also is recommended.
Lack of unanimity as to effectiveness of
this treatment is noted In the pachage
insert (Refs. 1 through 5 below).

Dosage Is variable and depends on
patient response. An Initial doze of 0.1
milliliter at 3- to 7-day intervals, is the
suggested schedule. Adverse reactions
such as local redness and constitutional
signs such as headache, backache, and
lassitude may occur a few to 24 hours
after Injection. A reaction requires re-
duction in the next dose. An allergic re-
sponse to a bacterial vaccine Is a cuntra-
indication for its use.

3. Analysfs-.- Safcty. The animal
safety tests are'performed as described
in 21 CFR 610.11. Conclusions, as to hu-
man safety are based on the absence of
reported adverse reactions during a long
period of use.

b. Effcctiren.ss. Animnl and human
effectiveness data were not provided

4. Conclusions-a. Critique. There is
no available information for making a
judgment concerning the safety and
effectiveness of this product. There is
potential harm in repeated injectionz of
foreign material without adequate justi-
fication (Refs. 6 and 7). The statement
in the package Insert, "the immunity
which can be Droduced by staphylococcal
vaccines is often useful," Is not supported
by facts.

b. Recommendations. It is recommend-
ed that this product be placed in Cate-
gory f31 and that the appropriate
license(s) be revoked for the following
reasons:

(1) There is no substantial evidence
of safety or effectiveness.

(2) There is no evidence presumptive
of safety.
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V-677 Smm'rococcus Viccy= (ITRA-
vsu;ousI M.-UAcTUnEx ny ELI LLL Y
AND CO.

The description by Swift (Ref. 1 below)
in 1923 of the development of skin al-
lergy In rabbits injected with streptococci
and Its loss followin- intravenous ad-
ministration of the same orgnisms lead.s
to their consideration asbeinghypotheti-
cally related to the pathogenesis of
rheumatic diseases. Clawson reported
(Ref. 2) that Intradermal injections of
alpha hemolytic streptococci produced
similar skin reactions in rheumatic pa-
tients, furthering interest in such or-
ganisms as causal agents of acute
rheumatic fever. Following these obser-
vations came other reports of the similar-
ities between skin reactions in rabbits
and rheumatic patients and suggested
potential benefits from intravenous in-
jections of alpha hemolytic streptococci
into rheumatic patients (Ref. 3). Later,
this was extended to include patients
with "chronic" arthritis. The reports of
the isolation of alpha hemolyM strep-
tococci from subcutaneous nodules re-
moved from patients with acute rheu-
matic fever (Ref. 5) and chronic arthritis
(Ref. 4), and from the bloods of patients
with chronic arthritis (Refs. 6 and 7),
suggested the concepts of cause and
treatment in the minds of some Clin1-
c13As.

The papers submitted by the manu-
facturer detail this history and outline
the studies of Wetherby and Clawson
(Ref. 3) and Wetherby (Ref. 8) which
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attempted to document the value of In
travenous streptococcal treatment c
chronic arthritis. These authors noted
lack of uniformity In the diagnoses c
their treated cases, varying fror
rheumatic fever to osteoarthritis. The
also believed (despite the variety of diag
noses) that the presence of streptococc
In the blood streams of patients wit]
chronic arthritis Implied an etiologi,
relationship between the two.

The bulk of the patients described b,
Wetherby (Ref. 11) were treated wit)
vaccines mude from alpha hemolytti
streptococci (not the gamma organism
used in the V-677 vaccine under discus
sion) and at one time considered to bi
causally related to rheumatoid arthritis
He treated 4,000 patients with "rheuma.
told complaints" and with diagnose
varying from hypertrophic osteoarthritb
to rheumatic fever at the University oJ
Minnesota Hospital during a 9-year pe-
riod. About 90 percent of the patient,
were said to have had symptoms for mor
than a year. Among 1,192 consecutiv
patients (from the larger group) witt
"chronic arthritis" treated with Intra-
venous vaccine, 75 percent were
"definitely improved," 10 percent "ques-
tionably improved," and 15 percent "not
improved" during 6 to 24 months o1
observation. Recognizing that these were
uncontrolled observations, the author
undertook another study which is de-
scribed in the same paper. In this study,
80 rheumatoid arthritic patients were
treated alternately (without selection)
with either vaccine or sterile saline sup-
plied from bottles identified as A or B.
Among the vaccine-treated, 82 percent
"improved" as opposed to 40 perdent in
the saline-treated group.

The investigator's objective in this
a "mini" trial was laudable and its design

adequate for its time, but it has deficien-
cies-which seriously impair its current
usefulness. For example, no attempt was
made to randomize recipients but rather,
they were alternated. The latter system
fails to avoid selective biases and is not
acceptable. Secondly, only two label iden-

" tifications (A and B) were used for the
vials so that reactions could be quickly
associated with one or the other and the"code" easily broken. No information
is supplied to ndicate that patients in
the two groups were paired for variables
such as diagnosis, age, sex,osedmentation
rate, duration of illness, number of
joints involved, etc. Responses were es-
timated subjectively by different observ-
ers. It is stated that each patient re-
ceived "eight weekly injections of in-
creasing dosage" and "if improved," con-
tinued at 4-week intervals. Presumably,
then, those n the "no improvement"
category were dropped after 8 weeks, but
this is not stated, nor are there any data
concerning their outcomes and whether
they might have Improved subsequently.
Thus there appear to have been unequal
(and unaccounted) followup periods for
individual participants. All estimates of
change were arrived at by three stdff
members from reviews of patient records
All are, said to have concurred as to the
clinical -results as recorded. It is ;not
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stated whether any of the three had als(
of recorded primary responses as.patient
a care physicians.
f Reactions to the Intravenous vaccina are described as minor (chills, fever, nau.
V sea) with no deaths being recorded aftei
- 100,000 injections in 4,000 patients. On(
t death Is described in a chronic arthritic
1 patient; it was demonstrated postmor-
c tem that the patient had amylbid disease,

This relationship is not analyzed further,
Y Alarming reactions are ascribed to vac-
1 cines made from beta hemolytic strepto-
- cocci but are not further detailed. The5 author mentions the difficulty of evaluat-
- ng such vaccine therapy because of a

variety of therapeutic variables such as
rest, avoidance of cold and trauma. The
vaccine used in. the Wetherby study ap-
pears to have been made from alpha
rather than gamma streptococci and was

- not produced by the manufacturer of this
product under review.

Although the data (experimental and
clinical) presented by Swift (Ref. 1),
Clawson and Wetherby (Ref. 3) resulted
in reasonable conclusions based upon the
then available evidence, alpha hemolytic
streptococci have not been considered to
be causally related either to rheumatic
fever or to rheumatoid arthritis for many
years. The demonstration that minimal
dental manipulation often results n al-

* pha or gamma streptococcal bacteremla
may explain the frequency of isolations
of such organisms in blood cultures (Ref.
9). The Idck of toxicity of nonpathogenic
streptococci which may frequently In-
vade the blood stream in the course of
many normal activities is therefore not
entirely surprising.

1. Description. The vaccine consists of
heat-killed gamma hemolytic strepto-
cocci of a strain used by Clawson and
Wetherby for the treatment of chronic
arthritis. One milliliter contains 400 mil-
lion organisms suspended in Isotonic so-
dium chloride solution with merthiolate
(thimerosal, Lilly) 1:10,000 added as a
preservative.

The manufacturer's marketing data
records 18 reactions, such as chills, fever,
aching and nausea, between May 1972
and December'1973, following injections
with four lots of vaccine. An increased
incidence of febrile reactions in 1951-
1952 is discussed In a series of letters
between Dr. M Wetherby and the Lilly
Biological Research Division. This In-
crease was ascribed to a change In the
medium used to cultivate the bacteria
for the vaccine.

2. Labeling. Indications for V-677 vac-
cine's use are based upon the concept
that bacterial allergy plays a role n the
etiology of rheumatoid arthritis. Desen-

,sitization by serial Injections of this
streptococeal vaccine is recommended as
an adjuvant to other forms of treatment
of this disease. The manufacturer's in-
sert states that there is a lack of unanim-
ity among medical observers as to the
value of such vaccine treatment and
warns that it not be administered to
those who are pregnant or have glomer-
ulonephritis.

3. Analysis-a. Safety. The available
data suggest that though reactions do

) occur with. nonhemolytic streptococcal
- vaccines, organ pathology or directly re-

lated deaths have not been recorded,
e This presumed safety may be more ap-

Parent than. real and only a reflection of
the intensity with which sophisticated
investigative methods have been em-
ployed. For example, in clinical situa-
tions, such as subacute bacterial endo-

- cardtis, where chronic infections with
nonpathogenic (gIpha and gamma he-
molytic) streptococci are seen, conglu-
tinin (positive latex agglutination) titers
and immune glomerulonephritis may be
found (Ref. 14). These observations pose
questions of safety with regard to the
chronic injection of such material Into
humans.

b. Effectiveness. The data presented by
-Wetherby and Clawson (Refs. 3 and 10)
and Wetherby (Refs. 8 and 11) indicat-
ng Improvement in 75 to 82.5 percent of

patients treated with intravenous strep-
tococcal vaccines as compared to 40 per-
cent Improvement n a "control" group
treated with saline solution already has
been discussed: At first glance this would
appear to be significant were it not for
the defects previously noted in the study.
The variability of the clinical course of
rheumatoid arthritis was referred to by
the different authors. To this should be
added that rheumatod arthritic patients
most likely to have complete remissions
are those who have had the disease for
less than 3 years (Ref. 12). The majority
of Wetherby's "chronic arthritis group"
fell into this range. As such, a large pro-
portion might have been expected to
remit or impiove spontaneously, inde-
pendent of treatment. The duration of
symptoms among the 80 rheumatoid pa-
tients who were studied n the controlled
study was not provided, adding another
uncontrollable variable to a "controlled"
study. The Inconclusive nature of this,
the only "controlled" study with strep-
tococcal Vaccine (different from the V-
677 product) does not provide the data
required for a positive judgment of the
safety -or effectiveness of V-677. The
etiology of rheumatoid arthritis remains
unidentified but the overwhelmingly
negative results of many bacteriological
studies indicate that It is unlikely that
rheumatoid arthritis Is the result of any
easily culturable or characterized bac-
terium (Ref. 13).

4. Conclusions. It is recommended that
this product be placed in Category IMB
and that the appropriate license(s) be
revoked for the following reasons:

a. There is no substantial evidence of
safety or effectiveness.

b. There is no evidence presumptive of
safety.
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STAPYLr0COCCUS-STREPTOCOCCUS UBA
(UWBA-48), UNDETAi'nUED BACTERIAL
AN= u) MAANUAcT RED By ELT LILLY
AND CO.
1. Description-a. Composition. Staph-

ylococcus-Streptococcus UBA, undena-
tured bacterial antigen) contains unde-
natured antigens of staphylococei and
streptococci standardized to 0.5 milli-
gram of nitrogen per milliliter. Two
strains of Staphylococcu aureus, one
strain of Staphylococcus epiiermids,
-four strains of ungroupable streptococci
(one of which is identified as the Claw-
son-Wetherby Strain), and three group-
able strains of streptococci (two Group
C and Group B) are listed as the constit-
uents of the vaccine.

b. Preparation. The antigens are pre-
pared by grinding the organisms in a ball
mill, as described by Krueger (Ref. I be-
low) and by Powell and Jamieson (Ref.
2). The ground material is thin sus-
pended in Locke-Ringer's solutions and
passed through sterile filters. Thimero-
sal, 1:20,000, is used as a preservative.

Since heat and themicals are not used
In the manufacturing process, it is
thought by the manufacturer that dena-
turation of the bacterial proteindoes not
occur and, therefore, that immunization
is more likely to be specific.

2. Labeling. The indications-for use of
this preparation are described as being
intended for treatment of mixed staph-
ylococcus and streptococcus infections,
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chronic arthritis, and as an adjunct to
therapy In cases of acne complicated by
pyogentc infection.

Adverse reactions are dccribed as lo-
cations consisting of redness and swelling
at the Injection sife due to hyperzensi-
tivity to the vaccine, such a reaction
being an indication for a reduction in
dosage. Inflammatory focal reactions are
cited as occurring at the site of the di-
sease being treated. It Is also noted that
inflammation in the joints n casea of
arthritis may be increased, or pustular
lesions may be temporarily more revere.
Such reactions as noted are to be avoided
through reduction of the individual doses
employed.

Epinephrine 1:1,000 and other emer-
gency drugs and equipment are recom-
mended to combat severe systemic reac-
tions if they develop.

It is recommended that dosage be Indl-
vidualized. If the Initial dose of 0.1 mill-
liter subcutaneously produces a local re-
action, It should be reduced to 0.01 mIlli-
liter or less. If no reaction occurs, the
prescribed dose Is to be Increased by 0.1
milliliter with each Injection. Injections
are to be given two or three times a
week until Improvement Is maintained
without focal reaction.

3. Ana7yis-a .afety. Animal safety
tests are performed as described in 21
CPR 610.11.

Human safety data are preented in
the form of marketing data and In the
statement that during a period of 7 yeara.
four complaints were received. The na-
ture of the complaints Is not cited.

No specific documentation is cited by
the manufacturer for safety of the prod-
uct. Staphylococcal antigens have been
described to induce altered states of
mammalian tissue reactivity (Refs. 3
through 5). A recent report of acceler-
ated skin graft rejection occurring in a
human with Staphylococeus aureus and
Group A streptococcus Infection (Ref. 5)
is noted.

b. Ef ectiveness. No documentation of
effectiveness Is provided in published
reports.

Effectiveness Is questioned in the ab-
sence of evidence of demonstrated anti-
genicity or of clinical evidence of re-
sponse in a defined disease state.

One paper that is directly related to
this agent Is found in the manufacturer'G
submission for respiratory UBA. The
paper by Schallig (Ref. 6) describes the
treatment of "chronic arthritis" with
UBA Staphylococcus-Streptococcus, 0.5
cubic centimeter intramu.cularly bi-
weekly. One hundred patients are re-
corded as receiving the vaccine with 65
percent being completely relieved of their
symptoms within 10 weem of Instituting
therapy. An additional 25 percent are
described as responding within 10 to 25
weeks of starting therapy. Systemic re-
actions are recorded as not occurring.
The lack of diagnosis, controls and ob-
jective criteria for measuring response
renders this report virtually usele--s for
evaluating the product.

4. Conclusions-a. Critique. The pau-
city of data makes eaningful evalua-
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tion of Staphylococcus-Streptococcus
UBA difficult. Labeling Is therefore at
baet inaccurate.

Safety would appear to present no
major problems on the basis of the man-
ufacturer'd marketing data. There is,
however, evidence that streptococcal and
staphylococcal antigens are capable of
inducing altered t-sue reactivity in
mammals.

b. Recommendatfons. It I- recom-
mended that this product be placed in
Category Il and that the appropriate
licene(s) be revoked for the following
reasons:

(1) There is no substantial evidence of
sety or effectiveness.

(2) There I. no evidence presumptive
of zafety.
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BicTxnL%. VAccn.m Msnz l'noz Trizom
H, ANIor (B.-763 TYPHOID H. ANn-
ccf~), 15maracTurED zy ELaILLY ame
Co.
1. Description. The product is a sus-

pension of organisms from cultures of
motile Salmo;nlla typhowa n Isotonic
sodium chloride. The organisms are
killed by 0.5 percent phenol, which prob-
ably fixes the flageliar (H) antigen on the
surface of the cell without inactivating
this antigen (Ref. i-below). The final
product contains 25 million killed orga-
nisms pr millilter.

2. Labelfrg. The package insert states
that the antigen I- intended for the pro-
duction of a nonspecific febrile response
following intravenous administration,
Which may be useful in erta Infeefons
and Infammations of the eye, pzril-
ularly of the uveal tract (Refs. 2 a d 3).
Reference als-o Is made to Its usa to pre-
vent Pa-toperative eye inflammation
(Ref. 4).

3. Analy.is-a. Effectf v ess. The
Pactage Insrt describes the expected
febrile response following intravenous
adminitration of the vaccine. In this re-
stricted sense, the vaccine is potent It is
highly probable that potency is related
to the somatic antigen andlor endotoxin
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ratfher than to the H antigen, which lacks
a significant biological -effect except to'
stimulate antibody production. The vac-
cine came into use in the 1930's as one of
various types of substances used in non-
specific "protein therapy" such as boiled
milk, autogenous blood, vaccinia, placen-
tal implantation, and diphtheria anti-
toxin (Refs. 3 and 5). Brown 'claimed
that the vaccine was more effective than
these other agents and "less shocking"
than conventional typhoid vaccine. He
also proposed'that the therapeutic effect
was due to stimulation of H antibodies
rather than to-the production of fever-
a most speculative concept, since the
etiology of most cases of uveitis was com-
pletely unknown and remains so today
and there is no evidence that typhoid has
any role in uveltis.

The company submitted three pub-
lished papers in support of effectiveness.
One is a report on the effect of vaccine
on staphylococcus-induced corneal ulcers
in rabbits and seven human cases (Ref.
2). Another relates to its prophylactic
Use before intraocular operations (Ref.
4). One deals with uveitis and consists
of five case reports, plus a summary dis- -
cussion of the author's general treatment
of 40 patients that provides meager in-
formation regarding the effectiveness of
the vaccine itself (Ref. 3). There have
been no controlled or partially controlled
studies, and no other data were sub-
ntted to the Panel from any source

The modern concept, regarding the
possible benefit of fever therapy is that
it stimulates adrenocorticotropin and
glucocorticold production. This was es-
tablished in 1956 by Donn, who observed
a rise in plasma corticoid levels after in-
Jection of conventional Typhoid-AB vac-
cine that was comparable to that pro-
duced by ACTH (Ref. 6). No studies have
been, done to show that typhoid H vac-
cine has this effect, but there is little.
doubt that It does. Despite-some claims
to the contrary (Ref. 7), there is no rea-
son to expect this would have any ad-
vantage over direct corticosteroid treat-
ment.

Modem authorities refer to typhoid
vaccine as available treatment for
uveltis, but without much enthusiasm
or documentationl Two recommended
that it should be abandoned in favor of
safer modes of therapy (Refs. 5.andfl).
Typhoid H antigen was cited as one form
of treatment for anterior uveitis in the
1968 edition of 'Way's Diseases of the
Eye" (Ref. 8). Several forms of non-
specific therapy were discussed by Coles
in a 1972 text, including "Triple Typhoid
H -antigen," with the qualifying state-
ment that such treatment "has limited
usefulness, and with the advent of ste-
roids there Is little indication for its use"
(Ref. 9). In one of the most authoritative
and newest texts, such treatment is rele-
gated to three lines as "mainly of histori-
cal interest" (Ref. 10).

b. Safety. Available animal safety data
is limited to the general safety test re-
quired by FDA regulations (21 CPR 610.-
11), and the published report on corneal
ulcers in rabbits (Ref. 2). Support for
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human safety consists of five published
papers, which were submitted by the
company (Refs. 2 through 4 and two
papers on the use of the product for
peripheral vascular disease). Other than
the anticipated toxic reactions ("shock")
for which It became prudent to hospital-
ize patients before giving the vaccine
there was practically no mention of ad-
verse reactions, except in the peripheral
vascular disease patients, in whom 3 of
150 developed femoral artery throm-
bosis, acute hemorrhagic enteritis, and
recurrence of quiescent iritis reactions
(Ref. 11). Reference is made to arterial
thrombosis in another paper as being
noted by several observers, but it is not
clear whether these events ivere related
to typhoid H or to Typhoid-AB vaccines
(Ref. 12).

No complaints of adverse effects were
received by the company over a period
of almost 6 yeats, during which time
some thousands of vials of vaccine were
sold. So little has been published regard-
ing the use of typhoid H vaccine that It
is necessary to look at the record of ty-
phoid vaccine in general to gain a more
adequate impression of its safety, and
the record is hardly reassuring. Several
fatal reactions have occurred. In 1944,
Urbach et al (Ref. 13) reported adeath
with features of the generalized San-
arelli-Shwartzman phenomenon follow-
ing the intravenous injection of "triple
typhoid" to a patient with arthritis and
made reference to other reports of
sudden death. Another fatality with dis-
seminated intravascular coagulation oc-
curred after injection, with typhoid vac-
cine (type not specified) intravenously to
a patient with uveitis. This was reported
by Aronson, who stated it would be vir-
tually impossible to predict who would
have a lethal reaction (Ref. 5). Block-
Michel has stated that "vaccinotherapy
is relatively dangerous and should be
abandoned," but he did not support this
statement with specific case records (Ref.
7). Despite the'lack of such reports fol-
towing typhoid H vaccine, the Panel
must be concerned about the potential
risk in giving this vaccine when used
to produce a biological effect so similar
to that induced by these other vaccines.

c. Labeling. The package insert is mis-
leading in several particulars.1(1) The product contains substan-
tial biologically active material besides
the H antigen"

(2) The indications for use have no
scientifically documented support other
than the expected production of fever.
Use for infections of the eye would be in-
appropriate and could well delay more
secific treatmet.

(3) The heterogeneity of disorders in-
volving the uveal tract is not mentioned.

(4) The potential for severe adverse
reactions is not adequately emphasized.

4. Conclusions. Typhoid H antigen has
been used for its fever producing quali-
ties but there-is insufficient evidence for
effectiveness to justify the risk of treat-

"ment with it.
It is recommended that the product be

placed in Category IIIB, and that the ap-

proprIate organism license(s) be revoled
for the following reasons:

a. There is no substantial evidence for
safety and effectiveness.

b. There s no evidence presumptive of
safety, and a lack of safety Is suggested
by the composition of the prqduot
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RESPIRATORY BACTERIAL ANTIOEr Com-
PLrXES (B.A.C.)* RESPIRATORY B.AC.,
POOLED STOCK B-A-C. NO. 1, POOLED
SToCK B.A.C. No. 2, A GAMX NSOATIVE
B.A.C. MANUFACTURED BY HOFF,1ANN
LABORATORIES, INC.
License to manufacture B.A.C. prod-

ucts was originally granted in 1956. The
manufacturer describes these prepara-
tions as "'plyvalent acellular complexes"
which are produced through a-'
unique manufacturing process resulting in
diffusible bacterial antigens modified to be
nontoxic when injected intraperitoneally
into mice and guinea pigs at levels in the
range of 1,500 times the maximum doeo rec-
ommended for Intradermal or suboutaneous
administratlon into humans.

B.A.C. prqparations are therefore claimed
to represent sterile, acellular, aqueous
solutions of bacterial antigens , free of
bacterial cells.
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The basis for B.A.C. products dates
back to the 1940's when Hoffmann Lab-
oratories first used autogenous cultures
of respiratory flora to prepare their
special bacterial antigens. From auto-
genous preparations, the manufacturer
progressed to mixtures of bacterial anti-
gen concentrates, which were varied
from year to year on the basis of the
particular microorganisms reported by
public health surveys to have high in-
cidences in patients with respiratory ill-
ness. In 1968, the Division of Biologics
Standards directed that fixed groups of
bacterial cultures be selected, and used
thereafter in the preparation of Hoff-
mann products.

The rationale of B.A.C. effectiveness Is
based on the following premise as taken
from their advertising:
Protective immunization can best be induced
by the use of live bacteria and viruses which
produce toxins and enzymes to manifest
varied forms of disease. Since the use of live
bacteria in man Is not feasible, combination
of toxins, enzymes, and somatic antigens into
a B.A.C. preparatlon can produce a succession
of events which approximates that of actual
infections. B.C. Is capable of stimulating
the formation of antibodies, some of which
are capable of neutralizing these same toxins
and enzymes, thereby accelerating the heal-
ing process and eliminating the infection.

It is the manufacturer's contention that
strains of organisms subjected to their
special manufacturing technique provide
important antigens lacking in standard
mixed bacterial vaccines prepared by
conventional methods.

1. Description-. Composition-(I
Products. bour respiratory products are
currently marketed. Their composition as
expressed in terms of percentages of bac-
terial antigen concentrates are as fol-
lows:
Product component Percent of antigen

concentrate
(I) llespiratory B.A.C.: o

Streptococus pJogenes (Group A,
beta hemolytic strep.), autoge- b
lIous, and types 3, 4, 10 and 12.... 17.0

Streptococcus viridans (alpha hemo-
lytic strep.) -------------------- 15.0

StrePtococcu fae-cals (nonhemolyt- d
lc strep.) --------------- 4. 0 

Diplococcus pneumonipe, autoge- c
nous and types I,, II V. VI, V14 r
XIV, and XX ----------------- 22.0

Staphylococcus aureus and albus 24: 0 f
Eschzricha colt ------------------ 6.0 B
Hanophilus influ ae ------------ 6.0 v
Neisseria catarrkai --------------- 6.0 t

(i) Gram-negative BAC.:
Psrlomonas aeruginosa ---------- 32.0 r
Escherichia coi ----------------- 45.0
Aerobacter aerogenes ------------- 23.0

(ii1) Pooled stock B.A.C. # : a
Streptococcus pyogenes (Group S

A, beta hemolytic strep.) 9
types 3, 10, 12 and Granger- 15.0 P

Streptococcus virdans, (alpha-
hemolytic strep.) R1551,
R1822. and R353 ----------- 10.0 C(

Diplococcus pneumonifae, types a
1. L, V, VZ1, and -Iv ------ 35.0

Staphylococcus aureus and ca- 01
b=- -- --- 20.0 su

ZWoerfca .i.. - ----- 5.0 cHaemopi fluen , types bi
AandB ------------------ 10.0 hi

N.eierfa catarrhala ---------- 5.0 zir

Product; component Percent of antigen
concentrate

(Iv) Pooled stock BAG. g2:
Streptococcus pyogcsc3 (Group

A. beta hemolytio strep.),
types 14, 18 and 19 ........ - 40.0

Diplococcu pneumonfac, type
M, VI, and = -....---- 3 2.0

Mcbsicfla pncumonfac, typo A. 8.0
Pseudomonas acrugfnosa --- 0.
Esclwrichfa coil -------------- 7.0

Acrobaoter aerogene-s --------- 6.5

(2) Basis for selection of organisms.
In the development of these products,
organisms were isolated from individual
patients suffering from chronically recur-
ring upper respiratory infections and
asthma. Fbflowing Identification, aUto-
genous B-.AC. preparations were made
for the treatment of these same patients,
the surplus powder remaining for each
organism was retained and stored, and
eventually some of these became the con-
stituents of the first lots of Pooled Auto-
genous BA.C. Subsequently the number
of species and strains of organisms in-
cluded in B.A.C. products represented
those isolated from patients believed to
have bacterial allergy as one component
of their illness. Selection was further
guided by the composition of polyvalent
bacterial vaccines of other manufac-
turers, and the published and personal
communications of various investigators.

A so-called-"set of eight B.AC.'s" is
constantly referred to in the manufac-
turer's literature and represents eight
groups of bacteria. These are listed as
various types of Beta hemolytic strep-
tococci, Group A; pneumococcal types
most prevalent in adults; prieumococcal
types most prevalent in children; Strep-
tococcus viridans types; Staphylococcus
aureus and albus; Neisseria catarrhalis;
Hemtophilus influeiizae A and B; and E.
eoli. This "set of eight" was used by Dal-
yen and Romano (Ref. 13) as well as by
Spielman (Ref. 8) in treating child and
adult patients with upper respiratory and
hroat infections, Infectious asthma,
ronchitis and sinusitis.
The first reference to Pooled Stock

B.A.C. -1 is that of Gundy (Ref. 14),
vho used this combination to treat chil-'
Iren with recurrent upper respiratory
nfections and infectious asthma. Its
omposition was based on selections from
he "set of eight" decided by the mnu-
acturer with the advice of Dr. William
I. Sherman, one of the early clinical in-
estigators. According to the submisslon,
he composition of Pooled Stock BA.C.
2 was determined by Dr. Splelman who

ecommended that those organisms
hose antigens were in the "set of eight"
nd which had not been used in Pooled s
took B.A.C. #1 should be combined to-
ether with antigens from A. acrogecs,

aeruginoSa and K. Vneumonfae to I
ake Pooled Stock BA.C. #2.
Gram-negative BA.C., representing t

omblnation of antigens from E. coIl, A e
erogenes, P. aeruginosa was formulated
I the basis of potential usefulness of d
ich a product in patients who had re-
elved prolonged treatment with anti- t
otics and in whom the bacterial flora g
id changed from grain-positive to r
am-negative. #I
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Respiratory B.A.C. was originally pre-
Dared with BJLC. powders made from D.
pmeumoniae, S. ppogenes, S. viridans, S.
faecalls, N. catarrhalis, H. influenzae, E.
colf, and varying strains of staphylococci
from year to year according to the inci-
dence of their isolates from the respira-
tory tract. In 1968, on the basis of a direc-
tive from the Division of Biologics Stand-
ards, the composition of this product was
made constant in all subsequent market-
lug.

b. Preparation. Identification proce-
dures of the various microorganisms
which serve as the basis of BA.C. prep-
arations (Refs. 1 through 3) appear in
line with accepted methods, and are de-
scribed extensively in the manufacturer's
submissions.

Cultures of each species of microorga-
nism are grown to high titer on various
standard culture media, checkedforpur-
ity, centrifuged, and processed into pow-
ders by a method -which the manufac-
facturer considers confidential. Preserv-
atives are added, and after sterility tests,
the extract is injected intraperitoneally
into mice as a preliminary safety test,
and then packaged for use. The special
process is claimed to be effective in select-
ing the higher molecular-weight mate-
rials from the culture media filtrates in
which the microorganisms are grown, as
demonstrated by an increase in nondia-
lyzable nitrogen-containing fractions.
These fractions are said to contain the
antigenlc materials produced by the bac-
teria which are experimentally capable
of producing specific agglutinins and
precipitins.

2. Labeling. B.A.C. respiratory products
are claimed to be useful in the treatment
of "patients known or suspected to be'
allergic to bacteria and their metabo-
lites." They also are suggested for use in
the treatment of recurrent and chronic
bacterial upper respiratory infections,
bronchitis, sinusitis and throat Infec-
tions. In allergic disease complicated by
infection, the use of B.A.C. preparations
raid to be in keeping with the com-
monly employed medical practice 6f util-
izing bacterial products in the treatment
of such illnesses. BA.C. preparations are
claimed to be more effective than con-
ventionally prepared extracts of bacterial
cells inasmuch as they contain bacterial
antigens shown by experimental data to
be more effective in achieving both "pro-
tection" and "dissensitization:' Stock
B.A.C. products are considered by the
manufacturer to be more effective than
auto~enous vaccines, "since different
flora exists in different sites, and a sea-
sonal variation in bacteria may be pres-
nt in infectious focl." Simultaneous

reatment with B.A.C. products and in-
alant allergens is advised for "concur-

*ent allergic and infectious states with
Jhe purpose of increasing resistance to
,xisting and possible future infection."

Administration Is recommended in
lose of 0.02 to 0.05 milliliter intrader-
nally and 0.035 to 0.10 milliliter subeu-
aneously. The intradermal route is sug-
ested for best results. Increments are
ecommended if the patient fails to sus-
ain improvement. The suggested nter-
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vals are weekly for 4 weeks, twice bi-
weekly and then once monthly through-
out the year. Unspecified variations of
Intervals according to the response of the
recipient are advocated. No more than
two f.A.C. products at any one visit are
suggested, and pooling of B.A.C. products
Is not considered advisable. No refer-
ences are given to indicate the basis for
these statements.

3. Analyss-a. Activity and stability
data. An early unpublished report by one
clinical investigator, E. Perlman, notes
that a B.A.C: filtrate contained Immuno-
logically active, constituents of each or-
ganism from which it was prepared, as
determined by agar-gel zone precipita-
tion technique. Data concerning the sta-
bility of BAC. products was recently
supplemented by the manufacturer fol-
lowing initiation of this Panel's review.
IXmmunodiffusion studies were carried out
utilizing two lots of one product, Respir-
atory BA.C., one lot within the expira-
tion date and the other lot outdated.
Each of these'was reacted against stand-
ard pneumonococcal and streptococcal
antisera and showed weak inimunopre-
cipitin lines. Other data submitted were
Immunodiffusion studies of various lots,
of the same product, Respiratory B.A.C.,
in and out of the dating period, against
antisera prepared by inoculating rabbits

--with a previously prepared batch of the
same product. Also submitted were data
purporting to show stability of five other
B.A.C. products, Pooled Stock B.A.C. No:
1, Pooled Stock B.A.C. No. 2, Gram Nega-
tive B.AC., as well as two skin products,
Staphylococcal B.A.C. -and Pooled Skin
,B.A.C. Outdated lots of each of these
products were used. Quantification of
antigen by the polygon plate method was
carried out in each case against a cor-
responding antiserum prepared in rab-
bits, immunoprecipitin lines were ob-
served with all but the oldest lots .which
had expired approximately 5 years be-
fore. Least reactivity was noted in one
product, Pooled Stock BA.C. No. 2, which
was explained on the basis of a weaker
antiserum resulting from inoculating a
rabbit with less antigen than was given
in preparing antisera against the other
products.

b. Animal experimental data-(l) Ef-
fectiveness. Data submitted by the manu-
facturer are designed to show that Im-
munization of experimental animals with
B.A.C. products confers a degree of pro-
tection. when such animals are chal-
lenged with injections of live bacterial
cultures (Refs. 4 through 6). Mice re-
ceiving Immunizing doses of B.A.C. pre-
pared from staphylococcus albus 42D
(this is a designation used in informa-
tion submitted by the manufacturer)
.were challenged 7 days later by intraperi-
toneal injections of Staphylococcus albus
.42D culture. Organs from animals sacri-
ficed 4 days after challenge showed fewer
positive cultures than among untreated
controls. Also reported was the protective
effect of the same B.A.C. preparation on
a, phenomenon described as "crippling"
resulting in symptoms of limping and

L paralysis which are said to follow Jnjec-

tiOns of staphylococcal 42D toxin in mice.
Fewer mice receiving multiple Injections
of B. .C. prepared from staphylococcal
42D developed the "crippling" phenome-
non, when compared to untreated con-
trols, or animals receiving only single
B.A.C. immunizing injections. A compari-
son of the effects of this same B.A.C. pre-

- paration and a standard bacterial vac-
cine (type or method of preparation not
specified) is reported. Repeating the
above experiments utilizing a conven-
tionally prepared bacterial vaccine in
what could be considered as immunizing
doses, no protection of the test animals
was reported. Experiments were not car-
ried out with organisms other than Sta-
phylococcus albus 42D, but the implica-
tion is drawn that similar advantages
exist in all B.A.C. preparations.

(2) Safety. The manufacturer states
that intraperitoneal injections into mice
and guinea pigs are "nontoxic at levels
1,500 times the maximum doses recom-
mended for intraddrmal or subcutaneous
administration in humans." They also
cite experiments in which rabbits who re-
ceived repeated injections of B.A.C. prod-
ducts (types not specified) over long-
term periods showed no degenerative
changes in organs or tissues. During
1972-1973, the manufacturer treated
mice with each of his B.A.C. products

-over a 1-year period, utilizing a human
regimen with doses of 0.10 cubic centi-
meter subcutaneously. On a dose-per-
kilogram basis, this would represent 1,000
times the human dose. Limited alopecia
was observed. in some groups of mice.
Growth was comparable to controls. Au-
topgy results of various groups of animals
were considered not to show any signif-
cant differences from controls. Organs
and tissues have been fixed and pre-
served, awaiting further examination by
the FDA, if such is thought to be re-
quired.

(c) Human data-(1) Laboratory data.
In the historical development of B.A.C.
products, the manufacturer claimed that
antigenic activity of the materials ob-
tained by the special manufacturing
process is greater than that of conven-
tional extracts of bacterial cells. Very
little proof of such advantages in hu-
mans is found In the submission data.
Although it is stated in the submis-
sion that B:A.C. products under re-
view are capable of producing specific
agglutinins and precipitins, it is not
stated whether these effects were noted
in man as well as in animals. H. J.
Harris states that Brucella antigens
prepared by the B.A.C. process pro-
duced serologic responses (type or
extent not stated) in a high percentage
of patients with Brucellosis who were
treated with such antigens (Ref. 7).
Other biologic reactions reported. are
quantitative changes in leucocytes (up or
down) 15 minutes following adnlni tra-
tion of B.A.G. products to patients with
arthritis.

(2) Skin test data. Observations on
skin tests are reported by several observ-
ers. Spielman (Refs. 8 and 9) observed
immediate whealing skin test reactions in

65 percent of patients he treated, He was
unable to correlate such reactions with
their clinical response to treatment, For
testing, he used B.A.C. preparations of S.
aureus and albus; N. catarrhalts; H. in-
lluenzae, types a and b; and E. coli. 131-
opsy of a B.A.C. skin test site (presum-
ably positive-reacting site) showed
almost no cellular reaction as contrasted
to biopsies of similar sites tested with
standard bacterial vaccines. The latter
showed marked infiltration and largo
numbers of leucocytes. He also reported
that B.A.C. products, In contrast to
standard bacterial vaccines, did not pro-
duce delayed 24-hour responses.

It Is not stated whether both prepara-
tions were compared in the same patient.
Repeating such skin tests with B.A.C. In
patients who were being treated with a
Respiratory B.LC. combination of these
organisms, Spielman reported that skin
tests remained positive in some, lessened
in others, and became totally negative in
still others. Where tests-remained posi-
tive, passive transfer of sensitivity by
serum to another recipient was possible.
Details of these experiments were not
given and have not been published.
Spielman also concluded that patients
who showed persistently negative skin
tests to B.A.C. products before and after
treatment required es treatment than
those who reacted strongly. He further
concluded that skin test negative patients
were probably "not hypersensltiv to
bacteria, but needed only to be better
immunized" (Ref. 9).

According to unpublished reports sup-
plied by the manufacturer, E. Perlman
carried out skin tests with filtrates of
B.A.C. products and noted both Ininedi-
ate and delayed skin reactions, Hocon-
eluded that such reactions were not help-
ful in revealing the type of bacterial al-
lergy present or in gauging the patient's
response to such treatment. Sheldon,
who carried out a small treatment pro-
gram In patients with bronchial asthma
associated-with Infection, reported that
patients showed immediate wheal and
flare reactions to the B.A.C. product he
used. The types of B.A.C. product used
were not indicated In either Perlnan's
or Sheldon's work, nor were other details
of the experiments provided In any of
the above reports.

(3) Clinical effectiveness. The manu-
facturer submitted unpublished reports
on clinical trials carried out by several
observers. A report by Arbesmsn (1955)
covered patients with bronchial asthma
and atopic eczema in whom InfectioUs
or bacterial elements were considered to
play a role. His general impression was
that the material (possibly, Respiratory
B.A.C.) "did not induce sufficient benefit
to warrant continuation of study." Later,
he reported in 1956 on the use of "new
Pooled B.A.C. Vaccine," and again he
failed to observe striking Improvement
in patients he treated.

Sherman and Cooke, in 1950, summa-
rIzed a preliminary uncontrolled trial of
B.A.C. preparation (possibly, Pooled
B.A.C. #1) In patients with asthma, vas-
omotor rhinitis, and sinusitis believed
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due to bacterial infection. The impres-
sion was gained by these observers that
B.A.C. had definite value In the treat-
ment of such cases, the results being su-
perior to those obseryed with whole cell
bacterial vaccines, and seemed to war-
rant further study. Four patients in this
series experienced constitutional reac-
tions from the first or second dose of
B-C. and were dropped from the study.

Perlman, in 1956, found no difference
between B.A.C. treated patients and con-
trols. He concluded that "while B.A.C.
filtrates contained active materials," as
determined by his previous experiments,
treatment proved to be no more dramatic
or satisfactory than with standard bac-
terial..vaccines in patients with "infec-
tious asthma." Comments from Hoff-
mann Laboratories take issue with his
conclusions and point out that recom-
mended dosage schedules were not em-
ployed. Sheldon, in 1955, treated 14 pa-
tients, (the type of B.A.C. was not speci-
fied) with bronchial asthma initiated by
or associated with infection. One patient
appeared to be benefited, and possible
improvement was reported in three
others. Stoesser and Nelson in 1956 util-
ized two dosage schedules in patients
with asthma. The first did not produce
any improvement while the second did
show improvement in some, but the re-
suits were not considered dramatic. The
details of their dosage schedules are not
included in the data supplied.

Published reports on the use of Respi-
ratory B.A.C. products include those of
Spielman (Refs. 8 and 9), Shinefleld
(Ref. 10), Simon and Rinard (Refs. 11
and 12), Dulvin and Romano (Ref. 13)
and Gundy (Ref. 14). All are uncon-
trolled studies which claimed effective-
ness In the treatment of children and
adults with recurrent respiratory infec-
tions, infectious asthma and chronic
lung disease. The B.A.C. products utilized
In these studies are not always the same
as those presently marketed. No sub-
stantial basis could be found for the
selection of one product over another
for treatment. Spielman (Ref. 8), who
appears to have been the prime early
clinical investigator for these products,
states that:
selection of a particular pooled group strata
'depends on the patient's clinical response-
only clinical response is used as indication of
treatment with a particular preparation.

He indicates that when improvement in
his patients was established, an "all-
inclusive" B.A-C. was used as a main-
tenance dose throughout the balance of
treatment. Other authors, including
Simon and Rinard (Refs. 11 and 12), de-
scribed their procedure for establishing
both dosage and thetype of B.A.C. to be
used. If a patient showed improvement,
following two successive doses of an un-
diluted B.A.C. preparation, they con-
tinued to use this product undiluted in a
subsequent series of injections. If the
patient appeared worse following these
initial intradermal injections, the same
B.A.C. combination was diluted to 1/10,
and a series of gradually Increasing doses

was used in treatment. The exact dosage
and the Interval between Injections de-
pended on the duration of relief afforded
the patient. If the B.A.C. product first
used failed to benefit the patient, an-
other B.A.C. preparation was tried, and a
similar procedure followed. These au-
thors used four Respiratory B.A.C. prod-
ucts close to the composition of those
currently marketed, as well as a fifth
preparation called "Special Hospital
Staphylococcus B.A.C.," which is listed
as containing phage types 42B1/52(80/81.
They reported improvement in 200 of 300
patients with chronic lung disease, In-
fectious asthma, chronic bronchitis and
pulmonary emphysema on this program.
One patient who failed to improve with
other therapy was subsequently treated
with a B.A.C. prepared from organisms
isolated from his own sputum and
showed Improvement (Ref. 15). Shine-
field's" study (Ref. 10) utilized only
autogenous BJAC. products, comparing
them to stock bacterial vaccines. He re-
ported superior results with the B.A.C.
preparations.

Numerous letters, depositions and re-
ports from physicians and patients sup-
porting the efficacy of Respiratory B.A.C.
products are part of the manufacturer's
submission. Many reports were in re-
sponse to the manufacturer's letter, di-
rected to physician prescribers of these
products, Indicating that a review was
taking place. These cover a wide range of
respiratory illnesses and frequently do
not specify the type of BA.C. product
used. The manufacturer estimate that
these reports show an efficacy rate in the
range of 80 percent for all patients
treated.

(4) Safetv. A review of submitted data
and published literature shows few In-
stances of acute reactions aside from
those associated with local pain or swell-
ing at the site of injection, or an occa-
sional febrile reaction. Among the earlier
investigators, Sheldon, Sherman and
Cooke reported constitutional reactions
from the first or second doses of B.A.C.
On the other hand, Shinefleld (Ref. 10),
who used only autogenous B.A.C. prepa-
rations, commented on the lack of un-
toward reactions from doses several
times higher than those recommended
for treatment. During the period from
December 1958 to March 1970, only 16
reports of untoward reactions were re-
ceived by the manufacturer from phy-
siclans who used three separate lots of
Respiratory B.A.C. products. They called
attention to local swelling, soreness, red-
ness and Itching at injection sites, sys-
temic effects consisting of elevated tem-
peratures (101-1050 F). nausea, diarrhea
and rash. These reactions were traced to
one lot of dessicated B.A.C. powder uti-
lized in the manufacture of the three lots
of the finished product. They occurred
mostly In children, were temporary and
self-limited; and did not deter the con-
tinued use of the product by the report-
ing physicians. No reports of fatal re-
actions were received. Controlled or par-
tially controlled studies on long-term

safety in humans were not submitted.
d. Labelfng. The same package insert is

used for each of the four Respiratory
B.C. preparations currently marketed.
General recommendations and dosages
listed in the package Insert were noted in
the general findings of the Panel under
"M1anufacturer's Recommendations and
Indications For Use." No information is
supplied to serve as a guide for selecting
one respiratory product over another.
The manufacturer Indicates that physi-
clans who make nquiries concerning this
question are sent a set of published re-
prints of the articles listed in the pack-
age insert. A review of these articles is
contained in the general Panel findinZs
on "Clinical EffectiVeness." Detailed ex-
amnation of these references fails to find
specific guidelines for such selection, ex-
cept to Infer that the choice should bear
some relationship to infection with, or
undue susceptibility to, the bacterial
strains listed on the product's label.

Review of submitted data shows that
dosage directions are derived strictly
empirically based on those often used
for Immunotherapy procedures with
other antigens.

4. Conclusfons-a. Critique-(1) Com-
position activit2F and stabiity. The man-
ufacturer has provided data showing
that bare is taken In the selection and
Identification of microorganisms which
serve as the basis for these products.
Some evidence that bacterial antigens in
the product retain their stability during
the dating period Is shown by the gel-
diffusion experiment presented by the
manufacturer. The more sensitive radio-
immunoassays might reveal other anti-
gens, some of which could be important
but fail to precipitate with antibodies.
No evidence Is submitted to support the
claim in the package insert that the
Boivin antigens or M proteins are pres-
ent.

(2) Effectiveness. Support for effec-
tiveness of these preparations in humans
is based entirely on uncontrolled studies,
case reports, letters and depositions from
physicians and their patients, attesting
to favorable results In a wide range of
respiratory syndromes associated with
infection, allergy, or both. Regarding
possible effectiveness based on the long
period of each product's use, reference
is made to the Panel's position on the
extent to which prior use of blologicals
can be used to satisfy present stand-
ards of safety and effectiveness, as part
of their general findings.

(3) Safety. Animal data, mainly in
mice and rabbits, are presented to show
lack of acute or chronic toxicity of these
products In equivalent doses many times
those recommended for human use. Such
data for humans are of extremely limited
value. The manufacturer's claim of
fewer constitutional reactions compared
to standard bacterial vaccines is not well
supported, since reactions tend to occur
with B.A.C. products as well as with bac-
terial vaccines In relation to dosage and
Individual susceptibility. Well-designed
comparative studies would be required to
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establish the claim that BAC. products
produce fewer reactions than do killed
bacterial cell suspensions.

While the long period of clinical use
In humans has shown no overt toxicity,
the difficulties In excluding long-term ef-
fects In patients treated with these and
similar products have been pointed out,
as part of the general findings of the
Panel.

(4) Labeling. The general indications
for use of these products stated in the
package- Insert for physician's guidance
are extremely broad and involve both the
development of protective Immunity to
bacteria and the reduction in hyper-
sensitivity to bacterial antigens. The
present state of knowledge neither
proves nor disproves the possibility that
bacterial antigens or vaccines in general,
or these products in particular, induce
either of these effects. Specific indica-
tions listed in the insert include illnesses
which are not in conformity with stand-
ard terminology. The disease state's listed
required better definition, and their re-
lationship to the bacterial antigens said
to be contained in these products should

be presented in the context of current
medical knowledge.

The present package insert, which is.
the same for all products, is totally In-
adequate in guiding the physician-
user's selection among the four products
marketed. Published articles supplied by
the manufacturer, at the specific request
of the physleian, fail to provide adequate
guidance.
b. Reeommendations-M(1) Respiratory

B.A.C.It is recommended that this prod-
uct be placed in Category lIlA and that
the appropriate license(s) be continued
on an interim basis in accordance with
the appropriate Federal regulations and
recommendations of this report. The
reasons for this recommendation are
that:

(i) There is no substantial evidence of
safety and effectiveness.

(ii) There is presumptive evidence of
safety based on published reports and
physicians' surveys.

This recommendation to permit con-
tinued use of Respiratory B.A.C. during
a test period is made on the conditions
that no strains of Group A streptococci
will be contained in the product in ac-
cord with the Panel's statement on the
subject as part of their general findings.

In addition, the labeling for this prod-
uct should state clearly in standard
medical terminology the specific indica-
tions for use. It should also be stated
that local and constitutional reactions
occur with this product in relation to the
amount given and to the individual pa-
tient's susceptibility. The claim that
fewer constitutional reactions occur with
this product than with standard bac-
terial vaccine should be deleted, since
this has not been determined by ade-
quately controlled studies. Claims that
this product induces protective immu-
nity to bacteria andireduced hypersensi-
tivity to bacterial antigens should be
omitted until such claims are proven.

Also see "Labeling" statement in this
report.
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(2) Pooled. Stock Bt.C. #1, Pooled
Stock BAC. #2, Gramn Negative B.A.C.
It is recommended that these three
products be placed in Category n[B, and
that the appropriate license(s) be re-
yoked for the following reasons:

(i) There is no substantial evidence of
safety or effectiveness.

(i) There is no evidence presumptive
of safety.

The majority of letters from physi-
cians submitted by the manufacturers
to support effectiveness and safety refer
to Respiratory B.A.C. Hence, most of the
safety and, presumably, effectiveness
data are based on Respiratory B.A.C.
rather than Pooled Stock B.A.C. #1,
Pooled Stock B.A.C. t2, and Gram
Negative B.A.C.

With reference to the gram-negative
organisms contained in both Pooled
Stock B.A.C. #2 and Gram Negative
B.A.C., there is no evidence presented
to substantiate the manufacturer's claim
that these products are of benefit to pa-
tients with gram-negative infections
complicating prolonged treatment with
antibiotics. The use of these products
would be dangerous if used in lieu of
antibiotic therapy.
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STAPHYLOCOCCAL B.A.C. AND POOLED SKIN
B.A.C. MANUFACTURED SY IOFFIANU
LABORA'OIlES, INC.

Staphylococci were first described and.
categorized in the late 1800's when their
causal relationship to human disease,
particularly skin lesions, was established.
Animal studies on the toxic effects of
staphylococci suggested that the alpha
hemolysin present in culture filtrates
was lethal as well as responsible for
dermonecrosis (Ref. 1). As the princi-
pies of immunology began to evolve, it
followed quite logically that attempts
should be made to develop methods of
immunization against these bacterial
toxic properties. Both toxoids and anti-
toxins therefore came into vogue in the
first part of the 20th century, but the
clinical results generally were disap-
pointing. In 1928, Alexander Fleming
discovered that the mold penicillium had
a marked inhibitory effect on staphylo-
cocci; this led to the beginning of the
antibiotic era a decade later. Thereafter,
interest in the use of such vaccines de-
clined, and control of staphylococcal In-
fections by vaccines never became an
important aspect of either the preven-
tion or treatment of acute infections.

In the 1940's, Josef Hoffmann prepared
several hundred autogenous bacterial
antigens from a variety of sources. Ini-
tially, these were related entirely to res-
piratory problems and were made avail-
able for clinical testing. By 1958, it be-
came impractical to continue the prepa-
ration of autogenous vaccines and, in
addition, the Division of Biologies Stand-
ards ruled that it would be necessary to
settle on a fixed group of bacterial cul-
tures to be used for all future vaccines.
Pooled Skin B.A.C. (Bacterial Antigen
Complex) and Staphylococcal B.A.C. fol-
lowed this same general course, although
they were developed after the respiratory
model had been set. Their distribution
began in 1956 and 1958, respectively.

1. Descripion-a. Compo ition , Staph-
ylococcal B.A.C. contains Staphylococ-
cus aureus, phage types 42B/52/80/
81, and albus In equal proportions.
Staphilococcus albus is not phage typed
in the manufacturer's description. In
1973, two of the original strains were re-
placed, one because of inadvertent dis-
carding and the other because of the
nonviability of the lyophilized stock. The
replacements were of similar plage
types and other characteristics.

Pooled Skin B.A.C. contains Stapliy-
lococcus aureus (14 strains) and albus
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(2 strains). This includes 9.2 percent
phage types 43B/53/80/81 in addition to
two strains of Proteus vulgaris. The final
preparation 'contains approximately
equal contributions from all types.

b. Preparation. The Hoffmann B.-AC.
Products basically are all made in the
same way. Standardization is made on
the basis of weight, nitrogen content, and
appropriate tests for sterility and chemi-
cal contamination. Under these condi-
tions, and with the volumes distributed,
growth and extraction procedures need
to be carried out only once every 5 to
6 years.

2. Labeling-a. Package insert. A sin-
gle insert fs used for the Staphylococcal
B..C. and Pooled Skin B.A.C. General
comments about B.A.C. preparations are
initially made, some of which are not
applicable to the staphylococcal or
Pooled Skin B.A.C.'s. Emphasis is placed
on the acellular nature and on the claim
that. the Hoffmann products "provide
some important antigens lacking in cel-
lular vaccines."

There are three indications:
(1) Staphylococcal and Pooled Skin

B.A.C. for treatment of recurrent anti
chronic staphylococcal infections of the
skin, eyes, ears and nose.

(2) Hoffmann B.A.C. products in gen-
eral are recommended to induce antibody
formation in "the chronically ill patient."

(3) Hoffmann B.A.C. products in gen-
eral are recommended for desensitization
of patients known to be allergic to the
bacteria represented in the vaccines.

A section on rationale states that
"B.A.C. therapy" confers both antitoxic
and antibacterial immunity in mice.
References are made to an abstract and
to an article dealing primarily with
Respiratory B.A-C. of which the latter
states that patients with chronic lung
disease were in many cases improved by

.the addition of Staphylococcal B.A.C. to
the other B.A.C.'s they had been receiv-
ing.

Administration is recommended in
doses of 0.02 to 0.05 milliliter intrader-
rally and 0.035 to 0.10 milliliter subcu-
taneously. The intradermal route is
suggested for best results. Increments are
recommended if the patient fails to sus-
tain improvement. The suggested inter-
vals are weekly for 4 weeks, twice bi-
weekly, and then once monthly through-
out the year. Unspecified variations of
intervals according to the response of the
recipient are advocated. No more than
two B.A.C. products at any one visit are
suggested, and pooling of B.aC. products
is not considered advisable. No references
are given to indicate the basis for these
statements.

Standard precautions are listed, and it
is stated that if the patient is known or
suspected to be hypersensitive to bacte-
rial antigens, the initial dosage should be
considerably reduced. Significant side
effects are said to be "uncommon," and it
is specifically stated that there are no
known contraindications to the use of
B.A.C. antigens.

b. Other promotional material. A lim-
ited amount of advertising in medical

journals had been placed prior to 1972.
but none since then. Hoffmann, Inc., em-
ploys no detail men. The bulk of adver-
tising has been in direct mailings to
physicians, consisting of reviews of all
B.AC. products and order forms. In 1972,
mailings were sent to 53,634 physicians
in the United States. The information
supplied is essentially Identical to that
described for the package Insert.

The package circular has no thera-
peutic claims or suggestions.

3. Analysis-a. Theoretical considera-
tions-(1) Effcctiveness. The problems of
developing a coherent rationale for the
use of staphylococcal antigens in staph-
ylococcal disease is largely rclated to the
fact that no one as yet understands why
disease is produced. As More (Ref. 2)
has pointed out, ,
The Inability to Incriminate a Uingle product.
component, or property of Staphylococcs
aurcus as the determinant of patho.enlcity
is a recurring feature In the history of re-
search in staphylococcal disease. Included in
the list of substances or charcterLtics vlhch
have been advanced as primary factors are:
coagulase:. alpha toxin and hemolysins:
leukocidin; lipase; hyaluronldase and other
enzymes; and the ability of the organiss to
resist phagocytosia or to multiply within
phagocytic cells. In each Instance. pro-
ponents have been unable to Gather sufllcient
evidence to establith the role of the propoced
mechanisms. Only the ability of staphylozoc-
cal enterotoxin to Induce food poLonin[, but
not nvaztve disease. remains- Intact In the
legacy of this search.

Aside from the problems of relating
the various staphylococcal to'ins to dis-
ease, the role of host resistance In disease
is equally difficult to understand. No
clear evidence Is available to chow the
relative roles of circulating antibody or
immediate or delayed hypersensitivity in
either protection or pathogenesis. This
confusion is exemplified in the manufac-
turer's recommendation for use. The
products allegedly may work either by
increasing resistance and immunity, or
by decreasing or increasing a preexisting
hypersensitivity. Certainly, analogies for
any of these hypotheses can be found in
other microbial immunologic -stems.
For staphylococcal disease, however, it
can only be said that no solid theoretical
base has been established for any form
of Immunotherapy. Recent work by
Mudd and his associates has clearly
shown the development of cell-mediated
(Type IV) hypersensitivity to staphylo-,
cocci (Ref. 3), but the part this plays in
disease or resistance Is not yet clear.

The "acellular" nature of the bacterial
product Is considered by the manufac-
turer to be of considerable importance.
Since the role of staphylococcal antigens
in general is not understood, It follows
that there is no reason to expect any
one method of preparation to be ouperior
to any other. On a conceptual basis, a
whole bacterial cell antigen might even
be preferable to an "acellular" prepara-
tion.

It is difficult to devise any theoretical
framework for the inclusion of Proteus
spees in Pooled Skin BJ.C.

(2) Salety.* Theoretical dangers in-
clude all those inherent to any product

used parenterally, particularly when the
type and multiplicity of antigens in the
preparation have not been completely
Identified.

Recommended use as either a desensi-
tizing agent or a stimulator of circulat-
ing antibodies also points up theoretical
dangers. In contrast to sensitivities such
as those to certain pollens, no good way
apparently exists to determine levels of
preexisting sensitivity to staphylococci or
other 'bacteria. Initial dosages must
therefore be considered to possess a po-
tential danger if one accepts the hypoth-
e3ls that abnormal hypersensitivity is at
least partially responsible for the initial
diseae state. While staphylococcal in-
fections are often related to a type of
chronic skin disease, their potential to
threaten life under appropriate circum-
stancs I- well known. It should be re-
called that interest in staphylococcal
tox is was prompted in large part by the
disaster in Bundaberg, Australia, in 1928,
in which more than half of the children
who received a diphtheria toxin-anti-
toxin mixture contaminated with staph-
ylococci developed symptoms in 5 to 7
hours and died within 2 days (Ref. 4).

4. Conclusion--a. Critique-(1) Effec-
tireness-t ) Animal studies. Data show-
ing serologic responses in lower animals
are adequately presented, and agar gel
precipitation tests using hyperimmune
animal sera document antigen antibody
reactions. Although such tests may be
ueful in demonstrating that staphylo-
coccal antigens are present in the prod-
uct, the ability to stimulate the forma-
tion of circulating antibodies in animals
is not substantial evidence for effective-
nes in human disease.

Antitoxic immunity following B.A.C.
Immunization, as measured by the pre-
vention of paralysis or limping in mice
after inoculation with virulent, staphy-
lococci, has been documented (Ref. 5). In
addition, "antibacterial" immunity was
observed by noting a decreased rate of
recovery of viable staphylococci in im-
munized mice, as contrasted to the con-
trols. In this set of experiments a "cellu-
lar vaccine" was also prepared and in-
cluded. No protective effect was observed,
which forms the basis for the manufac-
turer's contention that the Hoffmann
BALC. "coprecipitation" process provides
important antigens that are lacking in
cellular vaccines. It should be noted that
this experiment has been reported only
once and that the method of prepara-
tion of the "cellular" vaccine was not
dezcribed at all. More importantly, the
experiments reported dealt only with a
vaccine prepared by the Hoffmann proc-
ess from a single organism, Staphylozmc-
cus albus 42D, a designation used in in-
formation submitted by the manufac-
turer. While It is posible to suggest
that results would be generally applic-
able, the manufacturer has presented no
data to show, that the vaccines as licensed
are capable of producing antitoxic and[
or antibacterial immunity in any animal
species. This general problem of extrap-
olation is present throughout the Hoff-
mann submissions. The manufacturer
has made little effort to distinguish the
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various products, as If the rationale for
use and the effectiveness of a Gram
Negative B.A.C. were identical to that of
a Respiratory B.A.C.

(1) Human studies. No controlled hu-
man trials of the effectiveness of either
Staphylococcal B.A.C. or Pooled Skin
B.A.C are presented. Effectiveness data
are presented as either published litera-
ture summaries of treated cases or un-
published compilations of reports re-
quested by the manufacturer from physi-
cians who have used the products.

Simon and Rinard (Ref. 6) reported
on 5 years of experience with all B.A.C.'s
in the treatment of chronic lung dis-
ease. Over 200 patients were included,
but the report does not detail in any
way how many of them received staphy-
lococcal or Pooled Skin B.A.C. or what
the responses were to these specific
products. The only comment Is made
In the discussion section, and states in
its entirety,

In many cases improvement was accel-
erated and intensified by the addition of
Staphylocoqcal B.A.C. to the other one or two
B.A.O.'s the patient had been receiving.

Using this extraordinarily limited data
as a basis for the package insert, infer-
ence that Staphylococcal B.A.C. could
be of value in chronic lung disease is
of dubious judgment at best.

An article on nummular eczema In
children (Ref. 7) submitted by the man-
ufacturer states that:

Wlo addition of staphylococcus toxold,
Staphylococcus B.A.O. (Hoffmann), or
Pooled Skin B.A.C. (Hoffmann) to the treat-
ment armamentarium Is helpful and may
bring about a complete remission of the
disease.
No data are presented to support this
statement, nor Is any reference given to
other literature.

Simon and Rinard (Ref. 8) used
Staphylococcal B.A.C. as well as the
others in clinical treatment and reported
improvement, although rates were not
presented. The primary purpose of their
presentation was to document a com-
plete lack of correlation between skin
test reactivity and clinical response to
the product.

A series of three submitted papers deal
with the release of histamine from whole
blood before and after treatment of al-
lergic patients with various vaccines, in-
eluding a staphylococcal vaccine (Refs.
9 through 11). Histamine release was
found to be significantly decreased after
vaccine treatment, and this was accom-
panied by objective evidence of clinical
improvement after'exposure to the of-
fending antigens such as animal dander
and various pollens. Thus a nonspecific
beneficial effect of staphylococcalvaccine
on general immediate hypersensitivities
was suggested. The studies, however,
were uncontrolled from the clinical
standpoint, and the staphylococcal vac-
cine was evidently a cellular vaccine.un-
related to the Hoffmann products. The
data are thus not relevant to the products
under review. .

A clinical compilation was made from
1,852 patients treated with either Pooled

Skin B.A.C. or Staphylococcal B.A.C.
(Ref. 5). Compilation results were ob-
tained by a questionnaire survey of phy-
sicians in collaboration with the manu-

"facturer. The cases dealt primarily with
skin infections, although a variety of eye,
ear, nose and throat infection cases also
were included. There were reports of 977
cases having "excellent" results, and 610
cases were reported as having "good"
results. No objective bases for these cri-
teria were supplied. There were 304
physicians surveyed using an unspecified
selection process, of which 109 physicians
reported; however, according to the coM-
pilation "a number did not supply all
the information requested."

In addition to this report, the manu-
facturer has submitted to the Panel com-
pilations or individual case reports from
306 patients provided by 93 physicians.
Physicians who used B.A.C. during the
period 1956-1972 were contacted, so this
separate submission may have included
many of the cases referred to in the pre-
vious report published in 1961. Specific
response rates are not given. The ques-
tionnaire distributed was detailed and In-
cluded requests for laboratory data and
data on frequency of inoculation and
length of treatment. It also included an
attempt to objectively calibrate resl~onses
through use of data concerning fre-
quency of infection, size and number of
lesions, duration of illness and necessity
for other medications. Overall improve-
ment rates were comparable to those
previously reported, i.e., 80 to 90 percent.

The value of such data are limited for
several reasons:

(a) The data are uncontrolled. As In-
dicated in this review, uncontrolled trials
can have value only in circumstances
where the natural history of the disease
in question is precisely known and is not
subject to variations unrelated to the
therapeutic agent. Such is not the case
with the majority'of forms of staphylo-
coccal diseases. Reports of controlled
studies of other products have clearly
demonstrated the significant improve-
ment that can be seen in placebo treat-
ment cases (Refs. 12 and 13). Reasons

,for such variability are not completely
known but may reflect seasonal varia-
tion; a natural decline with aging psy-
chologic factors, or other measures intro-
duced into the treatment situation.

(b) In the published series (Ref. 5),
only one-third of the physicians an-
swered the questionnaire. The method
of approach for the more recent unpub-
lished survey, which was Initiated by
the manufacturer in response to the re-
quest for information on safety and ef-
fectiveness of bacterial vaccines and an-
tigens published in the FEDERL REGISTER
of August 18, 1972 (37 FR 16690), was
a letter from the manufacturer to physi-
cian purchasers of B.A.C. products. This
letter enclosed the questionnaire and
emphasized the urgency of a reply. The
rate of physician response on the use of
Staphylococcal -B.A.C. and Pooled Skin
B.A.C. is not clear, although 38 physi-
cians reported on 151 cases using these
two products.

() Truly objective measures of clint-
cal benefit were not obtained. Vlrtually
all were susceptible to a significant degrec
of subjective Interpretation.

(2) Salety-(i) Animal studies. Safety
In laboratory animals has been more ex-
tensively studied for the Hoffmann prod-
ucts than for others of this class. Repeti-
tive Inoculations of mice covering spans
of over 1 year and extensive autopsy
studies have been included. Toxio levels
in standard laboratory species appear to
be well beyond approachable human
dosages, and no overt ifamunological
problems have been seen. It should be
noted, however, that humans and lower
animals differ markedly In their reac-
tions to staphylococci, and an aPpro-
priate model In lower animals does nob
exist. Thus the animal studies primarily
reflect a lack of major toxic phenomena,

(t) Human studies. Review of Pub-
lished literature and data compiled from
physician questionnaires reveals , no
instances of severe reactions. One in-
stance of nausea and vomiting and one
of psychosomatic syncope were reported,
The remainder of reported reactions were
minor side effects of momentary local
burning and pain at the site of injection,
itching 24 hours after injection, occa-
sional malaise and headache, and occa-
sional febrile reaction.

The questionnaire submitted was rela-
tively detailed and specific. n examining
the data, however, the following points
should be noted:

(a) The source for the selection of
physicians solicited has not been ex-
plained. Presumably this came from the
manufacturer's direct sales records, Thus
physicians obtaining the products
sporadically through a pharmacy would
not ]lave been included.

(b) A denominator Is not available
for the compiled submitted data. It Is
not stated how many physicians were
solisited in order to obtain the 306 case
reports from 93 physicians. Judging from
the published summary of earlier ques-
tionnaire data from 1961 (Ref. 5), only
about one-third of the physicians re-
sponded with any reports.

(c) Of those who returned question-
naires, many probably did not answer
the question on side effects. Again, ex-
trapolating from the earlier report, 30
of 109 physicians did not answer side-
effect questions.

(a) When available, side effect datar
were indicative of only gross, major reac-
tions. No indication is available to indi-
cate that less easily demonstrable side
effects requiring laboratory documenta-
tion were sought. Although laboratory
data were requested, no information is
given of the number of completed
responses.

To summarize the safety consider-
ations, neither experimental animal nor
human use data have shown significant
adverse reactions, nor is there any com-
pelling theoretical reason to expect them,
However, the human use data are flawed
by problems of bias, and it becomes Im-
possible to derive any meaningful risk
estimates. From the information avail-
able, severe reactions, possibly life
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threatening, could occur at rates of 1:500 (d) See "LABELING" statement,
to 1:1,000. No information is aailable on which afpears above in this preamble.
possible kidney, liver or lung damage. (iv) In addition to labeling, package
No information .was provided on the insert and promotional material
presence or absence of bacteriophage or changes, the manufacturer must provide
its residual antigen(s) at any stage In evidence that the cultures used for the
the manufacturing process. The Panel preparation of the product do not con-
shares the, as yet, theoretical concern taiu bacterlophage(s).
about the possible adverse effects of long- (2) PooW Skin B.A.C. It Is recom-
term parenterally administered bac- mended that the product Pooled Skin
teriophage, live or killed (Ref. 14). Thus BA.C. be placed in Category IB, and
safety cannot be said to have been sub-. the appropriate license(s) be revolcd for
stantially demonstrated, the following reasons:

(3) Labeling. On the basis of the pre- (1) There is no substantial evidence
ceding discussion, it is clear that the of safety and effectiveness.
package insert and promotional mate- (ii) There is no evidence presumptive
rial contain statements that are mislead- of safety.
ing and not in accord with the weight F=cE3
of scientific evidence. In particular, the (1) Burnet, P. M, "The Exotoxin of Staph-
material should refer only to the prod- ylococcus .Pyogencs Aureus" The Journal
ucts involved, not the entire gamut of of Pathology and Bacteriology, 32:717-734,1929.
B.A-C. preparations. It should be noted (2) ore s. ., "The Staphylococci" In
that controlled human trials have not "Bacterial and Miycotlc Infectlons of LMn."
been done. The implication of effective- edited by Dubos, R. J. and J..0. Hlrsch. . B.
ness in chronic lung disease should be Llpplncott Co., Philadelphia, pp. 413-439,
removed, and reference should be re- 1965.
moved to phage typing of Staphylococcus (3) Mudd, S., 'Reslstance Against Staphy-

oe. oh y os ococcus aurcus," 2We Journal of the Aaerf-
can 1rcdical Association, 218:1671-1673, 1971.(4) Benefit-to-risk ratio. Since benefit (4) wek, S. D, "Staphylococcus vogenea

has not been substantially demonstrated, and Its Relation to Dlzeases." a. and S. LIv-
the ratio must be low. ' ingstone, Ltd., Edinburgh and London, p. 103,

Staphylococci, if invasive, can be life 1959.threatenig. In such circumstances, (5) Spielmn. A. D a. Hoffmann and D. T.tances, Hennesy, "T£he Evaluation of B.A.O. Staphy-
however, antibiotics would form the basis -Iococcal Antigens: L Experimental U" Clint-
of treatment The type of staphylococcal cat 93d Meeting of the No: Yor: City Branch.
disease for which the vaccines are Society of Amercan Bacteriologit, January
recommended are chronic nonlife 19, 1961.
threatening conditions. Some instances (6) Simon, S. W. and L. A. RInard, Tive
of chronic furunculosis or other recur- Years' -expcrlnco wlth Macterlal AntiUenhr ni n o t eu Complces In Treating Patlents with Chronicrent staphylococcal infections may occur Lung Dis~e," Annals of AllergJ, 20(1) :17C-
that are not easily handled by anti- 181, 1902.
biotics. In such relatively rare instances (7) Marko, tL B. 'Nummular Ec-ema in
it would be of definite value to have Children," Cutis, 4:870-872. 198.
another form of therapy available. (8) Simon, S. W. and L. A. ntnard, "Bac-

,. e.feommendatons-(1) E o terial Antigen Complexes (Hoffmann), Ancb C. tisrecommend edM tat his Evaluation of Skin Test Sp-clflclty VeruCOccal B.A.C. It is recommended that this Patient Reaction,' Annals of Allergy, 19(2):product be placed in Category IUA and 877-883, 1961.
that the appropriate license(s) be con- (9) Bergquist, G and A. HNlzen. "The Re-
tinued on an interim basis in accord- lease of Histamine from Blood Corpuscles by
ance witih the appropriate Federal regu- Antigen-Antibody Reactions. I. The Riatt-
lations and recommendations of this re- mine Release from Whole Blood After Add-
por The reasons for this reommenda- ing Specific Allergen in Hypozen"iWzed Pcr-PorTe raosfrsons," Acta Allergologlea, 24:261-267, 1003.
tionfare that: (10) Bergquist, G. and A. I11zen, "'The Ro-

(i) There is no substantial evidence of lease of Histamno from Blood Corpuscles by
safety and effectiveness. Antigen-Antibody Reactions. XIL Tho Rinta-

(ii) There is presumptive evidence of mine Release from Whole Blood BeWore andsafety based on published reports and/ o Poflle Allergic Patients
withStaphylococcus Vaccine," Acta allergo-or physician surveys. logica, 25:360-361, 1970.

(Wii) The rcommendation that Staphy- (11) Bergquist, 0. and A. Nlcen, "The Re-
lococcal B.A.C. be placed in Category lease of Histamine from Blood Corpuscles by
III& is contingent upon compliance Antigen-Antibody Reactions. IV. The HIsta-
with the Panel's recommendations mine Release from ihole Blod Before and
for changes in labeling, package insert, After Treatment of Patienta Allergic to An-
and all promotional material to encom- ma= Dander with Staphylococcus Vaccine,"
pass the following concepts: Acta Allergologica, 27:381-391, 1072.

1 (12) Bryant, R. B., J. P. Sanford and T.(a) Information should be specific for Aloze -Treatment of Recurrent. Furuncn-
the individual product Staphylococcal Iosis with Staphylococcal Bacterlophne-
B.A.C.; i.e., the product should be pre- Lysed Vaccine," The Journal of the American
sented separately, not simply as one of Meafcal Assoctation, 194:11-14, 1905.
many B-A.C. preparations. (13) MacDonald. T. C. and P. Taylor.

(b) . Implication of effectiveness in "Staphylococcal Toxold and Pu3tular Acne,"
chronic lung disease should be omitted. 21h Lancet, 2:658-501,1951.

(14) Nolata G. B. "Phage in Live Virus(c) Reference to phage typing Staph- Vaccines: Are They Harmful to People?"
ylococdus albus should be omitted. cfnce, 187:522-523, 1975.

BAcrTAL VAccnur Mxn Rrsrxmaoa
(MRV oi MVRD acrcurzc m au
Hor.Lxsrr-S=Rx, Irvisov or Cuvixa
LS*xoSA~onEs
1. Description-a. Composition. This

s a mixture of chemically killed orga-
Warns, suspended In physioloaic salifie,
and consisting of:

Mifons per
Organsm: cublc ctimneter

Staph!;lococcus aureus and alb=- 1,20D
Streptococcus pv'rogeues, vfrfdane

and nonhcmoytc............ 200
Diplazzo cus pncumonfae..-...- 150
A.'cssrlra catarrhalia_ 1.....,....
Hlcbsfella pneumoniae__ 150
liacmophilus influcme. - 150

Total 2 000

b. Preparation. The package insert
states:
The or-Lnims ara grown in artificial media
suited for rapid growth, washed with physl-
olo-Ical salt solution, centrifuged and suz-
pendcd in salt solution and killed with thi-
merozal. The suspencions are standardized
and mixed In required amounts and filled
in rubber- topp red bottles. The fll-d bot-
ties are tested for sterillty and safety in the
approve4 manner. Thlmerosal 1:10.000 Is
used as a prerrvative.

It continues,
The vaccine i- prepared from many strains
of bacterial orgauis commonly found in
re-piratory tract Infe:tIons. Many of these
straln were isolated in preparation of anto-
genou vaccinej for patints sublect to rez-
piratory Infections. All strains of Group Ar
beta hemolytic streptococcl hnown to be as-
clated with glomerulonephritIs or rheu-

matlc fever are excluded from this vaccine.

Further inkormation rearding the
ource of the organisms used is found

In Hollister-Stler's response of January
20, 1970, to a request for more informa-
tion regarding the vaccine.

The culturea in production bottles are
washed and centrifuged with ph'siololo
saline, the organisms are chemically
killed with 1:10,000 thlmerosal, and then
resuspended in physiolozic saline with
a final concentration of 1:10,000 thi-
merozal.

Standard tests for sterility of the
finished product by culture, and the
standard animal safety test inozulating
two mlgo and two guinea pigs, with a
7-day observation period, are done for
each bacterial vaccine.

Enumeration for each organism I per-
formed by compain- turbidity with
barium sulfate nephelometer standards
in a photometer. For each species there
i- the statement, "Plans in future to
enumerate by direct microcopic count
on ipembrane filters" There is no in-
formation that this change has been
made in the manufacturin, proc=

2. Labeling--Package insert. The pack-
age insert states that:

This Vocclno L not desinled as a prevention
r treatment of the virus "colds." Nelther

will it Give a laing immunity to the "sec-
ondary inradera." It is deI ned as an aid
In the deen1tiat n to the common bac-
teral orgasma present in the respiratory
system. Such densltlzatlon can best be ac-
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complished by subcutaneous Injections of
small doses, gradually Increased and given
over a long period of time.

The following Is a recommended dose
schedule:
Prophyactic: ---- 0.05 cc (1 minim).

Increase: ------ 0.05 cc to 0.1 cc, (1-2
minims), every 4 to 7
days.

Maximum ------ 0.05 to 1.0 cc.
Increasingly large delayed local reactions

may occur after administering maintenance
doses for many months. Continued adminis-
tration of vaccine even at smaller doses may
continue to ncrease the reaction. Stop vac-
cine injections. A rest period of 2 to 6 months
may allow the delayed hypersensitivity to
Subside and the injections may be resumed
if still needed by the patient.

Repeat maximum dose at monthly inter-
vals during susceptibility period.

Acute condition.:-- 0.02 cc to 0.05 cc (Y/. to
1 mnIm).

Increase ------- 0.02 cc to 0.05 cc (Y to
1 minim) 3- to 5-day
intervals.

Decreasing the doses by one-half or three-
fourths, or discontinuing the vaccine is ad-
vised If increasingly large local delayed reac-
tions occur, or the condition under treat-

rnent becomes aggravated. "Caution Is rec-
ommended in administering bacterial vac-
cine to patients with rheumatoid arthritis,
lupus erythematosis or other collagen di-
seases.

3. Analysis-a. Description o1 product.
There Is no Information to indicate how
the stock cultures are maintained. Their
sources are various, ranging from strains
Isolated from patients to ATCC cultures
that are not identified by number. The
organisms are not tested for virulence,
and until a recent proposal by the manu-
facturer, apparently have not been tested
.for antigeniclty. The presence of media
constituents, brain, heart (beef), pep-
tones and agar are noted, and no infor-
mation Is available as to how much of
these remain in the finished'product.

The package insert states that:
all strains of A Beta hemolytic streptocbccl
known to be associated with glomerulone-
phritis or rheumatic fever are excluded from
this vaccine.

The list of types used includes Types 4,
10 (12) and 18, which are nephritogenie
(Ref. 1) and Type 28, which Is erythro-
genic. All Group A streptococci are ca-
pable of Initiating Infections that cul-
minate in acute rheumatic fever regard-
less of type.

The question raised regarding the
actual bacterial count of the final prod-
uct seems to be adequately answered and
accurate by whatever method is being
used-turbidity or direct count. Supple-
mentary Information supplied by the
manufacturer compares direct counts of
stored and new products, showing no
change after storage.

b. Labeling. An abbreviated dosage
schedule is given, presumably for sub-
cutaneous injection, although labeling
for intracutaneous injections Is also
present. The labeling includes an expira-
tion date and a storage temperature of
50C+ or -3°C.

- Other than warning to use separate
heat-sterilized tuberculin syringes for
each patient and to obtain accurate*
measurements, no warning Is given about
possible acute allergic reaction or an-
aphylaxis, except in a reference in the
disclaimer warranty statement "* * * bf
the inherent danger of injecting any bio-
logical product."

The implication on the package insert
is that the vaccine is to be used for
desensitization, but no specific disease
states are listed and no method is sug-
gested for determining whether the pa-
tient is sensitive, and to what degree.
That there may be differences-in patients
is implied by the phrase "a treatment
set of four graduated dilutions of the
vaccine and other bacterial mixtures is
available."

The rationale for the selection of the
strains used in the vaccine is that they
were commonly isolated from patients
with respiratory tract Infections. The
basis for the incorporation of each com-
ponent is empirical, as are the bases
for determining the concentration and
dosage (Refs. 2 and 3).

c. Theoretical considerations- )
Effectiveness. The possible values of res-
piratory bacterial vaccine could be: (1)
To stimulate immunity to infections, and
(ii) to diminish bacterial allergy. The
first value is disclaimed by the manufac-
turer in the package insert, relative to
"lasting immunity" in humans. The sec-
ond possibility is based on the proposi-
tion that "sensitivity" to bacteria is the
basis for a variety of upper and lower
respiratory syndromes characterized by
edema, exudates and airway obstruction.
There is no clear distinction as to
whether this is, by analogy with treat-
ment of proven extrinsic reaginic allergy,
a sensitivity of the immediate type, or
whether this is delayed hypersensitivity,
which is implied as being manifest by
large local reactions to the vaccine in the
course of its administration, as indicated
on the package insert.

The experiments by Kasuga sponsored
by the manufacturers, now underway to
update the information on the anti-
genicity of the MRV, include studies of
the delayed skin test in sensitive human
recipients and of the Macrophage In-
hibition Factor (Ref. 23).

Without an animal model or clearly
defined target population whose disease
is sharply defined, and whose immune
capability is known, it is difficult to
evaluate the studies that have been re-
ported and to conceive of critical studies
that will resolve these basic questions.

The weight of clinical evidence sup-
porting the effectiveness of bacterial vac-
cines In humans is largely uncontrolled
and anecdotal, but It comprises many
thousands of patients and its use spans
a period of at least 40 years. In this clini-
cal material are some outstanding ex-
amples, seemingly distinct from the ma-
jority, of individuals who do react differ-
ently to bacterial infections and in ways
that so closely resemble the animal
models of hypersensitivity of various
types that one inescapably feels the Indi-

viduals do have altered reactivity to In-
fection. Unfortunately, our understand-
ing of these reactions and our techniques
for investigating them are just emerg-
ing; thus, the older studies that have
been reported on these patients are dll-
cult to interpret In the light of the little
we now understand.

(2) Potency standards. To date, the
MEV has had as Its only measure of
potency the enumeration of the number -
of each species of killed organisms per
milliliter. Methods of detecting the pres-
ence of these organisms by using a specif-
ic precipitating antibody, and pomibly
of measuring the amount of antigonlo
material present, are being evolved.
Other immunologic tests are being ap-
plied to the Vaccine, and It is already
known to have a well-recognized ability
to elicit both Immediate, intermediate,
delayed and arthus-type skin reactions
in human skin. These are but a few of
the parameters that should be known In
order to ensure a stable, reproducible and
biologically active product.

(3) Safety. There has been no sys-
tematic review of the safety of these
vaccines. Theoretically, repeated Injec-
tions-of capsular polysaccharldes of In-
vasive bacteria such as pneumococol, i,
influenzae and Kiebsiela pneurnoniae
could exert a suppressive effect upon ac-
quisition of immunity to these organisms
(Ref. 4). Further, injection of media
components, such as bovine proteins,
could produce long-term adverse effects.
Also, see Panel statement regarding the
Group A streptococcal antigens.

d. Available data--() Effectivcncss. A
wide divergence of opinions Vias submit-
ted regarding clinical indications for
treatment, use in adults versus children,
use of skin tests, etc. There Is also a dif-
ference of opinion among the reported
studies as to the value of bacterial vac-
cines for the conditions in which they
have been used (Refs. 5 through 7).

The weight of human clinical evidence
supporting effectiveness Is uncopitrolled
or anecdotal. Documented case reports
from 18 physicians were submitted by
the manufacturer and include informa-
tion about 1,134 patients, both adults and
children whose ages often are not spec-
fred. A summary of these physician re-
ports was developed by the Panel. Ail-
ments treated consist chiefly of asthma,
bronchitis, allergic rhinitis, Infectious
sinusitis, chronic respiratory infection,
and also serous otitis media, conjuncti-
vitis, blepharitfs, otttis externa, head-
aches, urticarla and atopic dermatitis,
The route of administration often is not,
specified, but presumably It Is by sub-
cutaneous Injection, by variable dosage
schedules, for varying periods of time.
The results are not expressed In uniform
or always precise form but are generally
reported to be good. Among the 10 physl-
clans indicating improvement expressed
in percentages, "good" results were noted
in 50 to 100 percent. Others described pa-
tients as "Immensely improved, etc."
Eight physicians reported using MRV
along with allergens, dust, mold or hllsta-
mine in this group of patients.
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Clinical impressions are conveyed In
responses from among 2,421 customers
surveyed in 1971. As submitted by the
manufacturer, this yielded 99 letters
from physicians (4.09 percent of the cus-
tomers replying). Seventeen physicians
reported tens of thousands of patients
treated at sometime with MRV, 11 others
stated thousands of patients were under
current treatment, 17 physicians indi-
cated use in "many," "several dozen,"
'hundreds," and "thousands," without
specifying exact numbers. Fifty did not
give any quantitative data regarding the
number of oases treated, and four listed
themselves merely as "large users" of
vaccine. Of 48 physicians who indicated
the number of years in practice, 29 had
been practicing more than 20 years, 13
for 10 to 19 years, and 6 for 5 to 8 years.,
A summary of the contents of these let-
ter reports was prepared by the Panel.
Only one-physician reported "no data on
efficacy." In every other instance, the re-
sults are generally in the tenor of "good
to excellent" results for patients with the
same spectrum of respiratory and skin
disorders as in the group of "documented
case reports" noted above. Dosage and
duration of treatment are as varied as
the conditions being treated. There is a
notable absence of any reported adverse
effects from among these treated pa-
tients.

The manufacturer submitted several
published reports of double-blind, blind,
and uncontrolled clinical studies, using
E or other bacterial vaccine combi-

nations in treating chiefly allergic and
infectious respiratory illness.
• Fontana et al. (Ref. 8) reported the re-

suits of a 2-year double-blind control
study to determine the effectiveness of
bacterial vaccine therapy in 30 children
with infectious asthma. The vaccine used
for this study differed from MRV in con-
centration (6 billion vs. 2 billion orga-
nisms per milliliter in MRV), and con-
tained Pseudomonas aeruginosa and
Proteus mirabilis in addition to Staphy-
Iococeus aureus and albus, Streptococcus
viridans and Streptococcus hemolyticus.
MRV contains Diplococcus pneumonure,
Neisseria catarrhalis, Klebsiella pneu-
moniae and Haemophilus in luenzae.
During the first year of the study, all
children received saline injections weekly
from October to April, and records were
kept of number of days of wheezing,
number of infections and number of in-
Jections associated with wheezing. In the
second year of the study the same ob-
servations were continued with patients
randomly divided into placebo and vac-
cine group. A reduction in the incidence
of wheezing, infection and infection epi-
sodes associated with wheezing was ob-
served in a larger percentage of the
placebo group than in the vaccine-
treated group. The results of the study
are somewhat marred by the following
points: (I) of 41 children ages 2-10 years
originally entered the study; i1 dropped
out who are not accounted for; (il) the
age of the patients was not taken into
account in randomizing the individuals,
so that two-thirds of the placebo-treated

patients were over 9 years of age, and
two-thirds of the vaccine-treated were
less than 9 years This could be a very
significant difference In the groups since
asthma may spontaneously Improve In
the older child. The authors acknowledge
the importance of this difference.

The double-blind study, using a vac-
cine similar, but not Identical, to MRV,
of Mueller and L.anz (Ref. 9) describes
significant differences in favor of a vac-
cine-treated group of 14 young children
who experienced severd'asthma only dur-
ing infections. This was accompanied by
a single-bllnd study of a larger group of
children with Infectious asthma, who
were treated effectively by vaccine.

Barr et al. (Ref. 10) carried out a
double-blind study of 52 adult asth-
matics and found a significant difference
in favor of the vaccine-treated group in
only 1 of 7 variables tested.

The statistical designs of the latter
two studies did not satisfactorily ran-
domize the patients.

A fourth double-blind study involving
122 patients was done in France, by Bou-
tin et al. (Ref. 11) using MEV. Staller-
genes (Hollister-Stier Licensee in France
using essentially the same product as is
used in the United States). This study
showed a significant difference in favor
of the vaccine-treated group for bron-
chitis and rhinobronchitis, but not for
asthma.

Additional studies on the effectiveness
of mixed bacterial vaccines have been
done using the patient's previous condi-
tion as his own control, comparing pre-
and post-treatment clinical conditions.
One of these studies is that of Bruttman
(Ref. 12), who treated 37 allergic pa-
tients with MRV used as an Intradermal
injection into the scapuar region. The
dose was.2,000 million organisms Per
cubic centimeter for adults and 200 rail-
lion organisms for children, in a series
of 12 bi-weekly injections ranging from
0.1 to 0.5 cubic centimeters. Of 30 asth-
matits treated, 25 benefited-16 very
good and 9 good results-lasting for 2
years. Seven patients with rhinitis all
had good results for 2 years.

An unpublished study, Nouvel et al.
(Ref. 13), of 50 patients subjected to
vaccine treatment of bacterial respira-
tory conditions from September 1, 1970,
to May 31, 1971, was presented by Hol-
lister-Stier, using AMV (Stallergenes).
Chronic bronchitis, asthma, recurrent
infantile rhinobronchits, tracheltis and
conjunctivitis Were treated. Preliminary
skin tests to detect sensitiviy'to concen-
trated IIRV were performed. The type
of reaction obtained was not stated. Ap-
parently, five "general incidents" asso-
ciated with fatigue and fever were seen,
with 10 instances of local reactions.
Overall, 80 percent good results were ob-
tained, the best being in patients under
20 years of age. In a group of 22 asth-
matics, 17 had good results, and of the
17 chronic bronchitis patients, 14 had
good results. Treatment was by the Intra-
dermal route unless local or necrotic
rea:ctions occurred, in which case treat-
ment was administered subcutaneously.

A study by Boutin et al. (Ref. 14) com-
pared intradermal therapy with MRV
and subcutaneous treatment with CCB
Mnet Vaccine n 100 patients, and no
difference in results between the 2 treat-
ments was noted In patients with chronic
bronchitis as 50 percent of those treated
with each vaccine reported improvement.
Better results were observed In cases of
infectious asthma in children treated
with PRV than with CB vaccine.
Twenty-one patients noted local reac-
tions; 15 of them were treated with
MRV, given intradermally; and of these,
5 patients also had generalized reactions.
the nature of which was not described.

An unpublished survey by Kasuga et
al., "Responses to MRV Immunization
of Normal Adulta" (Ref.23), concludes,
on the basis of a continuing study, that
injections of MRY into sensitive recip-
tents result in a decrease n the size of
the delayed skin test at 24 hours, that
precipitin titers were increased in eight
of nine patients tested after WRV inocu-
lation, and that Injection of 2MRV
showed an increase in Macrophage In-
hibition Factor. A review of the data does
not show consistent changes in skin test
either for the organism or the patient.

The manufacturer presents as a sup-
plement (June 14, 1974) to his original
submission, translations of six papers
from Spanish investigators (Refs. 15
through 20), reporting on partially con-
trolled and uncontrolled studies with
bacterial vaccines other than MEV, in
which It is claimed that support is given
for the effectiveness and safety of bac-
terial vaccines in the treatment of
asthma and sinobronchopulmonary ail-
ments.

Although a large number of clinical
reports were submitted, they represent
an uncritical view of the effectiveness of
bacterial vaccines in a vaxlety of condi-
tions. Two double-blind studies did not
use this particular product. The one
using it (Boutin) does show some effec-
tiveness for bronchitis but not for
asthma.

The papers cited in the Panel's review
are indicative of the wide difference of
opinion on this subject.

(2) Salety-(l) Animal. The stand-
ard animal safety tests are conducted
for MV. There are no long-term stud-
les on the effect of repeated injections
in a schedule comparable to the human
protocol for treatment.

(i) Human. Since the patients who
receive bacterial vaccine often are select-
ed on the basis of skin reactivity, with
delayed or immediate skin test response,
this may be considered an expected, not
an adverse, response to vaccine (Refs.
21 and 22). Thus, skin testing does not
contribute evidence for or against safety
of the product.

The human safety data are described
by the manufacturer as being the accu-
mulation of 35 years of marketing ex-
perience, without known side effects, ex-
cept for local reactions and one reported
systemic reaction.

e. Adequacy of manufacturer's presen-
tation. The original submission wu in-
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complete In regard to the description of
the product and ambiguous regarding
the organisms used. This was clarified in
supplementary submissions. A fair rep-
resentation of the pertinent literature
was submitted which is extensive on the
subject of bacterial vaccines; however,
few studies have been conducted using
,the product under review.

The study of Kasuga is a step toward
investigating the responses to MRV'in
the Immunization of normal adults.
Final results from this should be avail-
able soon. The next phase should be to
make similar investigation of persons
"hypersensitive to bacteria of the res-
piratory tract" If such a group can be
defined.

The manufacturer submitted evidence
from studies which they conducted that
indicated MRV contains antigens to the
several bacterial constituents, using
Ouchterlony plate identification; how-
ever, these studies were not carried out
with controls to show lines of identity
wvith known standard cultures of each
organism, or with media or serum con-
trols. Whether a sonicated preparation
of MRV is the same antigenically as the
unsonicated whole bacterial vaccine is a-
question not answered by the informa-
tion supplied. The manufacturer pro-
poses to carry out additional studies as
indicated in a letter dated June 12, 1974.

f. Benefit-to-risk. Precise risk rates of
any adverse reactions to a mixed res-
piratory vaccine cannot be determined
because of lack of systematic reporting
and controlled trials. The risk of catas-
trophic immediate reaction must be as-
sumed to be very low since there are no
reports of such in the literature, nor has
a canvas of physicians' experiences pro-
duced any such report, and the manu-
facturer states no such complaints have
been received in the course of 35 'ears,
during which time many millions of
doses were administered.

Risk of late, mild or subtle reactions
from long-term use are even more dif-
ficult to determine for the reasons noted
previously. The incidences of skin red-
ness, induration, fever, malaise etc.
-which are sporadically noted, axe gen-
erally considered to be indicators of sen-
sitivity to the vaccine, but since they are
expected, they are not systematically
reported. On theoretical grounds, from
experimental studies, purified strepto-
coccal antigens can give rise to anti-
heart antibodies, pneumococcal polysac-
charides can cross-react with blood sub-
stances, and gram-negative organisms
can produce endotoxins. The potential
risks for occurrence of these events from
the product as now supplied are not
known and should be investigated.

From the long years of. clinical use of
the vaccine without any of these prob-
lems being associated with it, It Is un-
likely that they will occur In any ap-
preciable degree but their potential must
be considered.

The purported benefits that may be
derived from MRV may relate to a sub-
population that reacts to bacterial in-
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fection with asthma, bronchitis, rhinitis
and urticaria.

4. Conclusions. It is recommended
that this product be placed In Category
=A and that the appropriate license(s)

be continued on an interim basis In ac-
cordance with the appropriate Federal
regulations and recommendations of
this report. The reasons for this recom-
mendation are that: -

a. There is no substantial evidence of
safety and effectiveness.

b. There is presumptive evidence of
safety based on published reports and on
physicians' surveys.

c. There is a suggestion of effective-
ness in the available literature.

This recommendation is made with the
provision that all strains of Group A
streptococci be removed from the prod-
uct in accordance with the Panel's state-
ment on this subject as part of its gen-
eral findings and that the labeling be re-
vised in accord with the Panel's general
recommendation on product labeling.

(14) Boutin, C, "About Vaccine Therapy
in the Non-Specific Respiratory Affections:
Comparative Study of Two Different Presen-
tations MRV and COB," Za Provece C fcdi-
cale, 39:3-7, 1971.

(15) Oehling, A., 'rratamlonto Hiposenl-
bilizador del Asma B3bonqulal y Afecolone.
Sine Branchopulmonares en Ilelaclon con Ia
Alergia Bacteriana," Allergic und Astima, 11,
3, 1965,

(16) Vines, J. J.. "'esultadoo do tna s Cam-
pan% do Vacunacion Anticatarral en ol Medlo
Laboral," Medicna y Scguridad dcl Traba1o,
=.'44. 1963.

(17) Blanco, X. M., J. M. Soler ot al., "Re-
sultados Obtenidoz en Ia Vacunaolon Anticn-
tarral en la Industria Sideromotfllurglca,"
-Medcina y Seguridad del Trabalo, XXV, 56,
1966.

(18) Oehling, A. and J. J, Vines, "Tralto-
ment do Dezenstbllisatlon a L'asthmo Bron-
chlque Par un Vaccin Bacterlen Polyvalont
et Lyophillse," Comptes Rendus du 60 Con-
gres Europeen d'Allergie, Bale, 1972.

(19) Macias, J. X.. ., "Vaounooon Antica-
tarral Preventiva Per Aerosol," Communica-
cion alley Congreso SEPAR, Mayo, 190.

(20) Abello, S. A, "Vacunoterapia on Las
Afecclones Bacterianas Del Tracto Respir-

RzRnxcEs torlo," Madrid, Spain.
(21) Swineford, O, Jr. and Z, Holman,

(1) Bernstein, S. 1. and M. Stillerman, "Studies in Bacterial Allergy. In, Results of
"A Study of the Association of Group A 3860 Cutaneous Tests with 34 Crudo Poly-
Streptococci with Acute Glomerulonephri- saccharide and Nuoleoprotein Fractions of 14
tis," Annals of Internal Medicine, 52:1026- Different Bacteria," soaral of Allergy, 20:
1034. 1960.(03n,1h ean 420-427, 1949.

(2) Rackemann, F. T., "The Relation of (22) Baclgaluppl, J. I., R, Negroni and H.Sputum Bacteria to Asthma," Journal of Severino, '"eevaluation of Bacterial Hyper-
Immunology, 5:373-377, 1920. sensitivity," Annals of Allergy, 33:16-22, 1974.

(3) Thoma=, W. S., L. W. Famulener and (23) Kasuga, S. IC. and C. M. Cordes, "The
IL D. Touart, "Autogenous Vaccines In Dlag- In vitro Determination of Delayed-Typ0 I1y-
nosis with Special Reference t4 Asthma," paVrsonltevty in Individuals eelvig Mul-

'Archives of Internal Medicine, 34:85-92,1924. tiple Respiratory Vaccine (i V). Unp b-

(4) Anderson, P., G. Peter, R. B. Johnston, lished communication from manufacturer
Jr., L. H. Wetterlow and D. H. Smith, "Immu- Hollister-Stier supplement, May 8, 1973.
mization of Humans with Polyribophosphate.
The Capsular Antigen of Hemophilus influ- BACTERIAL VACCiW IXAG1NoSTICS MIUFAC-
enae, Type b," Journal of Clinical Investi- TUnED BY HOLLISTER-STIER, DIVISION O1
gation, 51:39-44, 1972. CuTTERn LABonTonRis

(5) Smith, D., "Autogenous Vaccines in
Theory and Practice," Archives of Internal 1. Description. Three groups of bacte-
Medicine, 125:344-350, 1970. rial products are presented together In

(6) Swineford, 0., Jr., "Infectious Asthma: this submission by Hollister-Stier Labo-
An Analysis of Its Major Problems," Annals xatories--Bacteral Vaccines Diagnostics,
of Allergy, 33:37-40,1974.. Bacterial Vaccine Special lixture for

(7) Johistone, D. E., "Study of the Value- ,etment- and Mixed Respiratory Vac-
of Bacterial Vaccines in the Treatment of . . . - "

Bronchial Asthma Associated with Respira- cine QMV), The following description of
tory Infections," Pediatrics, 24:427-433, 1959. the Bacterial Vaccine Diagnostics was

(8) Fontana, V. J, A. S. Salaritro, H. X. obtained from the manufacturer's gen-
Wolfe and F. Mereno, '"acterIal Vaccine and eral statement, labels, and the profes-
Infectious Asthma," The Journal of the sional price list of January 1976, and was
American Medical Association, 193(2):895- extrapolated from the information on
900, 1965.

(9) Mueller, H. L. and It Lanz, "Hyposen- MRV for the organisms common to both
sitization with Bacterial Vaccine in Infec- products.
tious Asthma," The Journal of the American The products are described as being
Medical Association, 208(2),1379-1383, 1969. suspensions of killed bacterial cells con-

(10) Barr, S. E.,, H. Brown, M. Fuchs, H. Or- taining 1,000 million cells per cubic con-
vls, A. Conner, F. J. Murray and A. Seltzer, "A timeter,' "suspended In physiologic saline
Double-Blind Study of the Effects of Bac- containing a preservative of 0.01 percent
terlal Vaccine on Infective Asthma," Journal thimerosal or 0.4 percent phenol," and
ofAllergy, 36:47-61,1965. are supplied n 2-cc and 5-cc vials for in-

(11) Boutln, C., P. Cargino, J. P. Girbal and tradermal testing.
J. Levrand, "Study in Double-Blind of the
Antibronchitis; MRV Vaccine." Personal com- LABELED AS VACTMrZAL VACCIVNES TO INTnA-
municatlon to Hollister-Stier Laboratories DERMAL TESTS, 1,000 ILLION OROANISAIV PER

included in submission for Panel review, cc,
1972. " Aerobctor aerogenes

(12) Bruttman, G., "Study of Vaccines," .lebsiella pneumonfae (n. Friedlander)
Revue Medecine des Alpes Francases, 2:67-
69,1973. • 'Strength as shown on label in original

(13) Nouvel, N. et al, Complement of Olin- submission to Panel. Listed in the January
tcal Evaluation of Vaccine. Unpublished per- 1976 manufacturer's brochure as available in
sonal communication to Holister-Stier Lab- concentrations of 2,000 or 5,000 million or-
oratories, 1972. ganisms per cubic centimeter.
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Corynebacteiurm pseudodiphtheriticumt
Staphylhocccus aureus (Albus)
Streptococcu pyogefes
Streptococcus viridans
LATELED AS ALL1GENIC ExTRCT ron InT5a-

DERrAL TESTS, 1,000 SIILLION ORGANIS= PER

ccl
Corynebacterium (Propionibacterium) c nes
Neisseria catarrhalis
-Proteus vulgaris
Salmonella enteritidis
Salmonella schottmuellorf
Streptococcus nonhemolyticus (for ntra-

dermal use)
Escherichia call
Gaffkya tetragena
Haemophils influelszae
DipZococcus pieumoniae mix
Pseudomonas aeruginosa
Salmonella paratyphi
Salmonella typhosa
.Stigella flexneri (paradysenteriae)
Shigella paradysenterWe (type Y)
StreptDcoccus faecalis
CorgTrebacterium xerosis

2. Labeling. The product labeling Includes
the statement: Diagnostic Allergenic Ex-
tracts, use intradermal 0.02 cc. see enclosed
directions. Preservative 0.4 percent phenol
(code letter P on vial label) or 0.01 percent
ThImerosal with disodium edetate 3 ppm.

No code P appears on any individual
label; presumably all contain thimerosal.
In the original submission, each bacterial
vaccine label indicates 1,000 million or-
ganisms per milliliter. The January 1976
price list shows strengths of 2,000 or
5,000 million organisms per cc as the
concentrations available. The organisms
are labeled as Bacterial Vaccine for in-
tradermal tests or as Allergenic Extracts
for intradermal tests. No reason is given
for the change in strength. The Panel
was not provided with information that
the skin-test dose had been changed be-
cause of the increased strength.

The dose ou all the products is 0.02 cc
intradermally. The package insert de-
scribes in detail how to perform and read
an intradermal test. Readings at 30 min-
utes, 24 and 48 hours are suggested with
no mention of a 6- to 12-hour reading.
Local reactions are described, but there
is no warning of possible anaphylaxis in
the description of systemic reactions or
any indication as to when a systemic re-
action might occur or how to treat it.

The 30-minute reading of an urticarial
wheal and erythema is said to:
indicate a bacterial atopy but occurs infre-
quently. The typical reaction is delayed in
character, resembles the positive tuberculin
type in appearance in 24 to 48 hours. Many
allergists agree that while bacterial infec-
tions commonly influence asthma and other
allergic conditions, skin tests cannot be de-
pended upon to incriminate them as etiologic
factors * * *. One should make any desensi-
tizing treatment as specific as possible, bac-
terial allergy is nq exception. Hollister-Stier
Laboratories can furnish an individualized
desensitizing treatment, made according to
the physician's selection on the basis of the
test results.

The expiration date, as indicated
for the organisms used in AIRV, is 18
months from the date of issue or 30
months from the date of manufacture.

3. Analysis--a. Product description.
No information is supplied as to the
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source or type of the variols orga-
nisms, how they are grown, by what
method they are killed, or whether they
are assayed by direct count or by barium
sulfate turbidity, except as indicated for
those organisms used in MlRV.

Current nomenclature is not used for
many bacterial species; DIplococcUs
pneumonfae mix does not indicate the
types used, and other typable organisms
are not identified by types. The sample
label does not indicate that organism
are killed.

No information is supplied to indicate
the reasons for the designation of some
products as bacterial vaccines and others
as allergenic extracts. All are labeled for
intradermal tests with the exception of
Streptococcus noniemoiyticus, which Is
marked for "intradermal use."

b. Safetij. The standard animal rafety test
is applied to: each lot of each Individual
species by Injection of maximum tolerated
dose, generally 0.5 co In mice and 6.0 cc In
guinea pigs. The strength of the ucpenslon
Is the strongest normally supplied 5,000,000
organisms per cc. The results on file and
available for examination of hundreds of
these tests over a period in esccss of 25 years
shows the components have catisfactorily
passed the-e tests as evidence of rafety In
the animals tested.

There are no data on human safety
for these products except for the orga-
nisms used in MRV. No marketing data
are supplied for the diagnostic vaccines.

c. Effectiveness. No information Is
presented to indicate that these vac-
cines are active antigens for skin tests,
nor for what specific conditions they are
to be used for diagnosis. The manufac-
turer implies that tests with these diag-
nostic vaccines can be used as the basis
for selection of organisms for desen-
sitization, but in what circumstances
and what relationship they bear to vac-
cine treatment is never clarified. There-
fore, the absence of any statement re-
garding effectiveness is not surprising.

d. Benefit-risk ratio. All of the or-
ganisms that constitute the diagnostic
bacterial vaccines either cause specific
disease entitles that can be, and are,
diagnosed by appropriate mlcrobIologi-
cal techniques, and not by skin tests, or
are nonpathogenic normal inhabitants
of the respiratory, gastrointestinal
tracts, or skin, for which there is no
reason to perform a skin test. No benefit
has been demonstrated from these prod-
ucts. There is a potential risk for both
immediate and long-term adverse effects
from injections of any foreign proteins,
and from streptococcal proteins in par-
ticular, which have been evaluated as
unacceptable except for use In con-
trolled research protocols. The bacterial
vaccines from the pathogenic organisms
in this group of products have been su-
perseded as therapeutic agents by spe-
cific antimicrobial agents. For nonpa-
thogens such as Corznebacterlum pseu-
dodiphtlsrlticum, Corynebacterlum ac-
nes, Corynebacterlum xerosls, and Gal-
flcya tetragen, their role as allergens
has not been demonstrated. The benefit-
risk ratio is not satisfactory.

5S303

4. Conclusions. It is recommended that
all diagnostic Bacterial Vaccines and
Allergenic Extracts be placed in Cate-
gory II and that the appropriate li-
cense(s) be revoked because there is no
evidence that skdn tests with these prod-
ucts are of use in diagnosis.
BAcTErAL Vaccnirs Fon Tnz&Tm=., Sm-

CIAL MixTURES MsruFAcTuMaD BY H OL-
sL-Srnal, Dnxvsio Or' CuTrn LAE-

OnATORLIES

1. Description. The product Is a suz-
pension of killed bacterial cells contain-
ing one or more of the organism for
which the license is held and custom
formulated on the physician's prescrip-
tion. Washed organisms are suspended
In physiological saline, killed with
1:10,000 thimersosal, and in the final
container are preserved with 0.01 per-
cent thimerosal. There are four graded
dilutions:

Vial sfc-e
DilutionG (mUllion-organisms- (cubiC

per-cubic centimeter: centimters)
(a) 2 - 7------------
(b) - -- ---- 3.3
(c) 200 .......---------------- 3.3
(d) 2.9.4-7

The Inactive ingredients consist of 0.9
percent NaCi and possible trace quan-
tities of beef brain heart infusion, pep-
tones, yeast extract, agar, sheep blood,
dextrose and sodium phosphate.

2. Labeling. The label suggests an Ini-
tal dose of 0.05 cc for subcutaneous in-
jection. Whether the vaccine is to be
used for testing or for treatment is not
stated. The dilutions are clearly marked.
The package insert gives clear, readable
instructions for administration of the
vaccine, with precautions and a sug-
gested dosage schedule for average sen-
sitive patients. Included are suggestions
for modification for very sensitive pa-
tients. No claim is made that bacterial
infection is the etiologic factor for any
particular disease. Symptoms "most
often attributed to bacterial hypersendi-
tiveness are asthma, rhinitis, urticaria,
and some forms of atopie skin mani-
festations." A statement is made about
the role of focal bacterial infections, and
when these cannot be eradicated, "autog-
enous vaccines or stock vaccines con-
taining the organisms usually found in
such foci are indicated."

3. Analysis-a. Safety. Animal safety
studies consist of the standard tests re-
quired by Federal regulations. In the sub-
mission, the vaccines are described as
containing from 50,000 to 5 billion organ-
isms per milliliter, and in the animal
safety test, it is stated that each lot of
each individual species is continually
tested by injections of the maximum
tolerated dose, generally 0.5 milliliter for
mice and 5.0 mlli1ters in guinea pigs.
The strength of the suspension is the
strongest normally supplied, Le, 5 billion
organisms per milliliter. Whether this
concentration is used in the safety tests
for the ingredients of the Special Mx-
ture, or the 2 billion concentration, which
Is the most concentrated vaccine usually
supplied, is not clear. The finished prod-
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uct is tested similarly. It is stated that
hundreds of these tests over more than
25 years of use have been satisfactory.

Human safety data are derived from 35
years of marketing experience without
reported side effects.

b. Effectiveness. No information direct-
ly related to the effectiveness of Special
Mixtures Vaccine is presented.

c. Benefit-risk ratio. The information
provided was inadequate to prove safety
and effectiveness. No comment is made
as to selection of patients who might be
adversely affected by reactions, nor is
there any mention of use of the product
during pregnancy or in children.

4. Conclusions-a. It is recommended
that all bacterial vaccines for treatment,
except the eight organisms in MRV, in-
clpding the non-Group A sterptococci, be
placed in Category IIB and that the ap-
propriate license(s) be revoked for the
following reasons:

(1) There is no substantial evidence of
safety or effectiveness.

(2) There is no evidence presumptive
of safety.

(3) The evidence for human safety as
presented is confined to case reports in
which lIMRV is the product used. There
is no specific information on any bac-
terial vaccine from the other-organisms.

b. It is recommended that the follow-
Ing eight vaccines which are componentsaf MRIIV he nlared in (1ategrory l l and

L-24, L-39 and T-41, all Group A strep-
tococcL The package insert does not de-
scribe the contents specifically as to the
type of streptococci used; it merely sug-
gests that not more than five strains be
included. Presumably, special mixtures
can be -prepared from any strains of
any group, selected on the basis of skin
sensitivity. The insert is entitled "Bac-
terial Desensitization Therapy in Uvel-
tis." If the attacks of nongranulomatous
uveitis do not respond to steroid ther-
apy, "desensitization is indicated."
Treatnient is successful in about 70 percent
of cases adequately treated. Sensitivity Is
determined by Intradermal testing with vari-
ous strains of alpha, beta, and gamma strep-
tococci, as outlined by Alan Woods, de-
scribed in Procedure Manual American
Academy of Ophthalmology and Otolaryn-
gology, Uveitis Field Study Committee. -

This manual is not generally available,
but Woods outlined his skin testing pro-
cedure in "Endogenous Uveitis" and in
a more recent paper (Refs. I and 2).

Intradermal testing is performed with
a stock set of 60 strains of hemolytic
streptococci consisting of:

Strains
Alpha streptococci ------------------- 10
Group A beta streptococcl ------------- 42
Group B beta streptococci ------------- 4
Group C, F and G beta streptococcl .... (1)
Gamma streptococci-------------------1

21 strain each.

that the appropriate license(s) be con- Tests are inspected at 15 minutes and
tinued on an interim basis in accordance read for erythema and induration at 48
with the appropriate Federal regulations hours. Any immediate reactions will have
and recommendations of this report. no bearing on the final interpretation.

The label states "for subcutaneous in-
Staphyococcus (aureus and albuys) jection," while the package insert says
Streptococcus (Virdans and nonhemolytic) that vaccines can be given "intravenously
eisseTa catarrhalis mor subcutaneously." Under the technique

Klebsieda ceumonia of desensitization and in the paragraph
Haemopi lus influenzae headed "Caution," the label says, "In-

-jections can be given by intravenous, sub-

The reasons for this recommendation are cutaneous, or intradermal methods."
that: , Dilutions are labeled in this vaccine in

(1) There is no substantial evidence of reverse order to those of the other special
safety and effectiveness. - mixture vaccine produced by the menu-

(2) There is presumptive evidence of facturer, i.e., vial No. 1 Is the strongest,
safety based on published reports and/or and vial No. 5 is the weakest concentra-
physicians surveys. tion. This could cause serious errors if

(3) There is a suggestion of effective- users of both types of vaccines do not
ness for these components when used in notice the difference in nomenclature.
!dRV in the available literature. The initial dosage suggested on the
BACTERIAL VAcCINE T-50 iADE FRO label, 0.05 cc of vial No. 5 (50,000 orga-

SREPTococcUs PYOGENE_ TYPE 1-8, OR Misms per- cC), is contradicted in the
By PREscRnPTION MIANUAcTURED By package insert where it recommends that
HOLLISTER-STIER, DivisioN or CUTTER a 0.1 cc of vial No. 3 (5 million organisms
LABORATORIES per cc) be used. The instructions con-

tinue,
1. Description. The vaccine consists of tep

killed-bacteria~~~ Uupne npyilgcI the patient shows any suggestion of R
killed-bacteria suspended in physiologic local reaction to this dose, No. 4 dilution
saline with 1:10,000 thimerosal preserva- is used. If there Is a focal reaction in the
tive. The treatment set consists of the eye, the .weakest dilution Ho. 5 Is used. When
followingfive graduated dilutions in 5-ce the dose to which the patient does not
vials (expressed in organisms per cc): react Is determined, the amdunt of succeed-

Ing doses is gradually Increased (by) 0.1
2. 500,000,000 cc at each injection.
2. 5,000,000 There are instructions given for cut-

4. 500,000 - ting back the dose If systemic or focal
5. 50,000 . reactions occur in the eye, for continuing

2. Labeling'. One representative label treatment for 6 months, for retesting and
indicates that the product contains continuing treatment if the patient is
Streptococcus piogenes, Type L-8, an- still skin sensitive or discontinuing treat-
other one, a Special Mixture, is for a ment If insensitive. No comment is made
product consisting of Types L-8, L-19, as to whether to continue If uveitis is

still present If uveltis recurs after stop-
ping treatment, desensitization should
be resumed.

3. Analysis-a. Safety. No data were
provided for animal or human safety.

b. Effectiveness. No source was given
for the manufacturer's claim of 70 per-
cent successful treatment.

c. Bentdfit-to-risk ratio. The benefit-to-
risk ratio is low.

The product is inadequately described,
both as to Its preparation and the type of
organisms it- contains. The labeling is
confusing, and the package insert is con-
tradictory regarding administration of
the vaccine.

There is some weight of support for
this vaccine from Its clinical usage In se-
lected cases of uveltis, but the hazards
of treatment reactions and the potential
sensitization to streptococcal M-proteins
are not adequately described in the
package insert. The theory that non-
granulomatous uvelt-is is associated with
focal infections and.bacterial sensitivity
-particularly to Group A, beta hemo-
lytic streptococci-was proposed by
Woods, who found 80 percent of 198 pa-
tients with nongranulomatous uveltis as
opposed to 27 percent of 185 patients
with granulomatous uveltis to have
specifip bacterial hypersensitivity. He
recommended intravenous vaccine treat-
ment, based on animal studies that
showed that repeated Intravenous Injec-
tions of bacterial antigens (nonhemo-
lytic streptococci) produce only a low de-
gree, or none at all, of cutaneous reac-
tivity while inducing high preelpitin-ag-
glutinin titers (Ref. 3.) He assumed that
the intravenous route had little danger
of increasing sensitivity, but that it had
good chances of desensitizing and possi-
bly immunizing patients.

There were 86 patients with nongran-
lomatous uveltis and with specific strep-

tococcal sensitivity treated by Intrave-
nous desensitization; 67 (78 percent) had
either complete cessation of attacks or
marked decreases in their frequency and
Intensity. Twenty-two percent were fail-
ures, with some developing transient oc-
ular inflammation who had to be re-
moved from the study. In cases success-
fully treated and retested, there was
practically complete abolition of previ-
ous hypersensitivity. In 15 percent with
recurrences, there was coincidental reap-
pearance of streptococcal hypersensitiv-
ity (Ref. 1).

The high Incidence of positive skin
tests to streptococcal vaccine, in non-
granulomatous uveltis compared to gran-
ulomatous uveltis, is not confirmed by
Van Metre, who found 67 of 110 patients
with nongranulomatous uveitis to have
delayed skin reactions to streptococci,
and reactions of equal severity and fre-
quency in 244 of 446 patients with other
uveal disease (Refs. 4 and 5). He states,
There is no doubt that a given case of
uveltis may improve and recurrent nttachk
cease while the patient is talng the vaccine,
but he said a controlled study of effec-
tiveness is needed and had not been
done.
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Current investigations and clinical
studies of uveitis do not mention strep-
tococcal vaccine therapy, but do concern
themselves with cellular immunity, pros-
taglandins, the apparent increased asso-
ciation of HLA-W 27 genes with uveltis
and ankylosing spondylitis, as well as the
separate roles of herpes, and adenovirus
infections and multiple sclerosis (Ref. 6).

4. Conclusions. It is recommended that
this product be placed in Category II and
that the appropriate license(s) be re-
voked because there are compelling rea-
sons to assume a lack of safety and an
unsatisfactory benefit-risk ratio for this
product.

a. In keeping with the Panel's state-
ment regarding the use of Group A strep-
tococcal strains and their derivatives,
this product is considered hazardous be-
cause it consists of one or more strains
of Group A streptococci.

b. Reported studies include instances
of local ocular and acute systemic reac-
tions to the intravenous vaccine.
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STAPHYLOcoccUs Toxom SCLAVO MANU-
FACTURED BY INSTITUTO SIEnOTERAPICo
VACCINOGENO ToscAno "ScLAvo"
1. Description. The toxoid is prepared

by formalin treatment of a Staphylococ-
cus aureus filtrate. The Wood 46 strain
is grown in a liquid medium "composed
by meat soaking and tryptic digestion of
meat." The 9-day culture is filtered and
the filtrate detoxified with 0.2 to 0.4 per-
cent formalin after it has been tested
for toxic and antigenic potency. Thi-
merosal is added as a preservative (0.01
percent) just after detoxification. The
product is then tested for general safety
in guinea pigs and mice, and for der-
monecrosis in rabbits. Rabbits and
guinea pigs also are used to test for anti-
genic potency. The product is also
tested for in vitro hemolytic activity.

The finished product is prepared by
dilution to a concentration of five com-
bining units. A combining unit is the
amount of toxoid bound by one unit of a
reference antitoxin distributed by the
World Health Organization and meas-
ured in milliliters. At this dilution, for-
malin is-"undetectable." It is marketed

as a 5-milliliter multiple-dose vial and
also as single-dose ampoules containing
0.1, 0.25, 0.5. 1.0 and 1.5 milliliters, usu-
ally supplied in a treatment set of eight.

2. Labeling. The product is indicated
for the prophylaxis of recurrcnt infec-
tions caused by staphylococci and in
treatment preferably in conjunction
with with antibacterial agents. It is con-
traindicated in the presence of febrile
disease or "cardiovascular, renal, hepatic
and severe pulmonary involvement." The
action of the toxoid, as described in the
package insert, is to produce a specific
antitoxin and to exert a desensitizing
effect.

Specific directions for administration
are provided in the package insert, in-
cluding the precautionary Intradermal
injection of the first doze to identify
preexisting allergic sensitivity. An ap-
propriate warning regarding possible
adverse reactions is included.

3. Analysis. At the turn of the century,
staphylococcal filtrates were shown to
produce lethal, dermonecrotic, leucoci-
dal, hemolytic, coagulation and fibrino-
lytic reactions, which were attributed to
various "toxins." Some were shown to be
Immunogenic (Ref. 1). Interest in such
"toxins" languished until the disaster
which occurred in Bundaberg, Australia,
in 1928. More than half of the children
who received a diphtheria toxin-anti-
toxin mixture contaminated with staph-
ylococci developed symptoms in 5 to 7
hours and died within 2 days (Ref. 2).
This led to extensive research by Burnet
who reported on the production of anti-
toxic immunity in rabbits in 1929 (Ref.
3). He used the Wood strain of staphylo-
coccus primarily because it could be
readily identified with a specific bacte-
rophage. It also produced a potent, kill-
ing toxin. For immunization, he devel-
oped an "anatoxin" (toxoid) by formalin
treatment of toxin; his method for tox-
oid preparation has since been used with
little modification. He also introduced
his unitarian concept at this time, argu-
ing that the various toxic effects were
produced by the same Immunogenic sub-
stance. Rapid development followed in
several countries, and favorable clinical
reports on the use of toxoid for human
staphylococcal infections began to ap-
pear in the early 1930's (Ref. 4). Enthusi-
asm in some quarters for such treatment
was bolstered by: (1) Poor understand-
ing of the mechanisms of staphylococcal
immunity, coupled with unwarranted ac-
ceptance of the diphtheria antitoxin
analogy; (2) unquestioned potency of
toxold in stimulating antitoxic immunity
in animals; and (3) development of a
simple antihemolysin assay that showed
a measurable antibody response to alpha
toxoid in man (Ref. 5). Thus, the pre-
sumed potency of the toxoid was used to
encourage uncontrolled clinical studies,
despite the lack of substantial evidence
that antitoxin has much of a protective
effect against staphylococcal infection.
For example, rabbit survival was pro-
longed, but the development of abscesses
was not prevented (Ref. 6). Rabbit ex-
periments offer little value in support for
human effectiveness since the alpha

toin ha biological effects in rabbits
(leukocdal and hemolytic) that have not
been demonstrated in man. The alpha
toxins role in the virulence of staphylo-
cocci in man appear to be minor. Treat-
ment of human infection with passively
adminstered antitoxin was of little or
no value and was quickly replaced by
penicillin when it becanie available (Ref.
6).

Because of its demonstrated potency
as an inmunogen and its apparent
safety, supported by adequately designed
and regulated acute toxicity tests, many
investigators assumed toxoid to be effec-
tive despite the lack of any well-con-
trolled clinical studies and the appear-
ance of a negative uncontrolled study in
the 1930's (Ref. 7). After Burnet's early
work, more than two decades passed be-
fore any placebo-controlled studies were
carried out. Two reports favorable to
toxoid have been reported: one was pub-
lished in 1951 (Ref. 8) and the other was
an unpublished report to the World
Health Organization submitted in 1962.
Both used toxoid prepared by the Well-
come Research Laboratories. The first
study involved treatment of Royal Air
Force apprentices with pustular acne,
recurrent boils and styes. Of 75 subjects,
60 had pstular acne. Of the latter, 34
received toxoid and 32 received a pla-
cebo. Two to 3 months after treatment,
the difference in degree of improvement
favored the treated group, but was not
statistically significant. At 6 months, 21
of the toxold-treated group were im-
proved, but only 5 of the controls; and
the difference was highly significant.
None was completely cured. A flaw in the
study design existed in that only two
identifying symbols were used: one for
toxoid and one for placebo. Reactions to
toxoid soon effectively "broke the code."
In addition, most of the organisms cul-
tured from the lesions were coagulase-
negative staphylococci.

The second study was conducted by the
Statens Seruministitut in Copenhagen
(Ref. 9). Patients with furunculosis were
divided into four groups of about 70 each.
Treatments were autogenous or stock
staphylococcus vaccines, or toxoid. E. coi
vaccine was given to the control group.
After 12 months, 16 of 69 (23 percent)
of the control group remained free from
relapse, compared with 30 of 70 (43 per-
cent) of those treated with toxoid. The
difference was significant at the 5 per-
cent level but not as significant as that
with the group treated with autogenous
vaccine (57 percent, p=0.001). The effect
of the stock vaccine was no different
from the control vaccine. Since toxold
was given intramuscularly and the others
subcutaneously, it would appear that this
was a single-blind study.

Very little has appeared in the litera-
ture in recent years that can be related
to an assessment of toxoid. In 1961, Thai
and Egner reported that alpha toxin has
a significant toxic action on smooth
muscle cells in experimental animals
(Ref. 10), but this work apparently has
not led to any clinical applications. The
only significant work published recently
has been with leucocidin toxold (Ref. 11).
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One can speculate that continuing inter-
est in leucocidin reflects the impression
that this toxin is more likely than alpha
toxin to contribute to the pathogenicity
of the staphylococcus, an impression that
had its origins in the-work of Panton and
Valentine more than 40 years ago (Ref.
12), but has never been proven.

a. Effectiveness. The company sub-
mitted summaries Qf two clinical studies
utilizing its product. The first was a re-
port of 15 cases of chronic osteomyelitis
treated both with toxoid and surgery.

-Seven cases recovered and two showed
fair improvement. One had a severe re-
action after the second injection (Ref.
13). No mention was made of controls.
The second study involved the prophy-
lactic use of toxoid in 106 pregnant wom-
en who were treated 1 month before-
delivery. One case of mastitis occurred in
this group. In 99 untreated control sub-
jects, 15 cases occurred. A significant ele-
vation in circulating antitoxin was found
In the treated group (Ref. 14). In a de-
tailed review article, -also submitted by
the company, D'Antona makes many
comments about the effectiveness of-the
toxoid, such as a statement that toxoid
is a "sovereign method for radically and
definitely conquering the staphylococcal
disease, with a percentage of cures ex-
ceeding 90 percent" (Ref. 15, p. 17 of
translation). Unfortunately, none of
these reports cites specific data in sup-
port of effectiveness. The company did
make available to the Panel the report
of the controlled study contracted by the
Statens Seruminstitut in Copenhagen
described previously (Ref. 9) in which
Wellcome, rather than Sclavo, toxoid
was used.

b. Safety. Animal tests conform to
tentative requirements for staphylococ-
cus toxolds (Ref. 16), as well as the
standard safety regulations. No infor-
mation is available on possible long-
term adverse effects in animals.

Human safety data is limited to short-
term observations in published studies
and the general impression of safety
(and the self-limited nature of the occa,-
sional expected acute adverse reaction)
gained from decades of use (Ref. 15).
The company reported on its marketing
experience from 1949 to 1972, with no
complaints except for 37 cases of severe
local reactions (necrosis) from the first
test dose (intracutaneous). No informa-
tion on long-term safety exists, except
for the usual lack of evidence to the
contrary over decades of clinical use. No
information was provided on the pres-.
ence or absence of bacteriophage or
its residual antigen(s) at any stage in
the manufacturing process. The concern
of the Panel regarding possible long-term
adverse effects of injecting, bacterio-
phage is discussed earlier in this pre-
amble, under the heading "Safety of
Bacterial Vaccines and Products."

c. Labeling. The external label speci-
fied Intramuscular use, while the pack-
age insert indicates intramuscular or
subcutaneous use. A paper (Ref. 15)
states that the subcutaneous route is
generally preferred. Thus ,the label ap-

pears to be inconsistent with other in-
formation regarding route of adminis-
tration.

The package insert separates the
statement on action (production of anti-
toxin and desensitization) from that on
indications, but the implication remains
that such action is related td effective-
ness, an association that has not been
proven. The recommended use for treat-
ment of active infection is inappropriate
and must be removed despite the dis-
claimer regafding combined treatment
with antibacterial agents.

Information on the specific compo-
nents of the culture medium should be
provided.

4. Conclusions. It is recommended that
this product be placed in Category IIIA
and that the appropriate license(s) be
continued on an interim basis in accord-
ance with the appropriate Federal reg-
ulations and recommendations of this
report. The reasons for this recommen-
dation are these:

a. There is no substantial evidence of
safety and effectiveness.

b. There is presumptive evidence of
safety based on published reports.

c. There is a suggestion of effective-
ness in the'available literature.

The manufacturing process makes the
presence of live bacteriophage In the
final product highly unlikely. Neverthe-
less, the manufadturer must provide di-
rect evidence that this is, in fact, the
case.
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STAPHYLococcus TOXOID; FoMALINIZED:
DILUTION NO. 1, DILUTION No. 2' AND
DIGEST-MODIFIED MANUFACTUIRED BY
LEDERLE L.ABORATORIEs DIvIsIoil

1. Description-a. Composition. For-
malinized staphylococcus toxold Is pre-
pared from three strains of mannite and
coagulase-posittye Staphylococcus au-
reus:

(1) Wood No. 46, phage type 42D.
(2) S80. Phage type 3A/3B/39/65.
(3) 24 ma., phage typo 42D.

b. Preparation. The organisms are
grown from lyophilized seed cultures in
a liquid nutrient medium containing veal
infusion and an acid hydrolysato of
casein. The organisms are then removed
by filtration and the filtrates tested for
dermonecrotic potency In rabbits and
for hemolytic activity. The toxin Is In-
activated with 0.3 percet formalin, tox-
olds are pooled (2/3 Wood No. 46), and
the pool tested for sterility, detoxiflca-
tion (hemolytic and dermonecrotlo), and
general safety. The finished products are
then diluted with physiologic saline con-
taining 0.5 percent Bacto protono to con-
tain 100 original dermonecrotic units/co
(No. I) or 1,000 units/co (No. ii).

Digest-modified toxold is derived from
the Wood No. 46 strain alone, which is
grown in an infusion-free medium con-
taining an enzymatic digest of casoin,
The culture filtrate Is digested with re-
fined pepsin and tested for safety, etc,,
as described above. The final concentra-
tion is. 10,000 original dermonecrott0
units/co.

c. Potency. Potency of the toxolds Is
tested by immunizing rabbits (with for-
malinized) or guinea pigs (with digest-
modified) for antihemolysin production,
No reason is given for using different test
species for the two products.

2. Labeling. The toxold Is suggested for
prophylaxis or adjunctive treatment of
recurrent boils, carbuncles, styes and
pustular acne. The course of treatment
with digest-modified toxoid Is somewhat
simpler than with the other product,
possibly because it produces fewer reac-
tions in man (Ref. 1).

3. Analysis. As early as the turn of the
century, staphylococcal filtrates were
known to produce lethal, dermonocrotie,
leukocidal, hemolytic, coagulase and 11-
brinolytic reactions, which were attrib-I
uted to various "toxins." Some were
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'shown to be immunogenic (Ref. 2). In-
terest in such "toxins" languished until
a disaster occurred in Bndaberg, Aus-
traia, in 1928. fore than half of the
children who received a diphtheria toxin-
antitoxin mixture contaminated with
staphylococcus developed symptoms in 5'
to 7 hours and died within 2 days (Ref.
3). This led to extensive research by Bur-
net, who reported on the production of
antitoxic immunity in rabbits, in 1929
(Ref. 4). He used the Wood strain of
staphylococcus primarily because it
could be readily identified with a speci-
fic basteriophage. It also produced a po-
tent, killing toxin. For immunization, he
developed an "anatoxin" (toxoid) by
formalin treatment of the toxin; his
method for toxoid preparation has been
used with little modification ever since.
He also introduced his unitarian concept
at this time, arguing that the various
toxic effects were produced by the same
immunogenic substance. Rapid develop-
ment followed-in several countries, and
favorable clinical reports on the use of
toxoid for human staphylococcal infec-
tions began to appear in the early 1930's
(Ref. 5). Enthusiasm in some quarters
for such treatment was bolstered by: (1)
Poor understanding of the mechanisms
of staphylococcal immunity, coupled with
unwarranted acceptance of the diph-
theria antitoxin analogy; (2) unques-
tioned potency of toxoid in stimulating
antitoxic immunity in animals; (3) de-
velopment of a simple antihemolysin as-
say that showed a measurable antibody
response to alpha toxoid in man (Ref.
6). Thus, the demonstrated potency of
the toxoid was used to encourage un-
controlled clinical studies, despite the
lack of any substantial evidence that
antitoxin had much of a protective effect
against staphylococcal infections per se.
For example, rabbit survival might be
prolonged, but the development of ab-
scesses was not prevented (Ref. 7). Rab-
bit experiments have little value anyway
in support of human effectiveness since
the alpha toxin has biological effects in
rabbits (leukocidal, hemolytic) thpt
have not been demonstrated in-man. Its
role in virulence of staphylococci ap-
peared to be minor; treatment of human
infections with passively administered
antitoxin was of little or no value and
was quickly replaced by penicillin when
it became available (Ref. 7).

Because of its demonstrated potency as
an immunogen and its apparent safety,
supported by adequately designed and
regulated acute toxicity tests, many in-
vestigators assumed toxoid to be -useful
despite the lack of any well-controlled
clhi-al studies and the appearance of
some negative uncontrolled studies in
the 1930's (Ref. 8). More than 2 decades
would pass, after Burnet's early work,
before any placebo-controlled studies
were carried out. Two reports favorable
to toxoid have been reported, one pub-
lished in 1951 (Ref. 9) and an unpub-
lished report to the World Health Or-
ganization in 1962. Both of these studies
used toxoid prepared by the Wellcome
Research Laboratories. The first involved

treatment of Royal Air Force apprentices
with pustular acne, recurrent bolls and
styes. Of 75 subjects, 66 had pustular
acne, of whom 34 received toxoid and 32
received a placebo. Within 2 to 3 months
after treatment, the difference in degree
of improvement favored the treated
group but was not statistically signifi-
cant. At 6 months, 21 of the toxold-
treated group were improved-but only 5
of the controls, and this difference was
highly significant. None was completely
cured. There was a flaw in the study de-
sign. Only two Identifying symbols were
used: one for toxoid, another for placebo.
Reactions to toxoid soon effectively
('broke the code." Incidentally, most of
the organisms cultured from the lesions
were coagulase-negative staphylococci.

The second study was conducted by the
Statens SeruminstItut in Copenhagen
(Ref. 10). Patients with furunculosis
were divided into 4 groups of about 70
each. Treatment was autogenous vac-
cine, sto:k vaccine, or toxoid. E. Coll vac-
cine was given to the controls. After 12
months, 16 of 69 (23 percent) of the con-
trol group remained free from relapse,
compared with 30 of 70 (43 percent) of
the group treated with toxold. The dif-
ference was significant at the 5-percent
level, but not as significant as that with
the group treated with autogeneous vac-
cine (57 percent, p=0.001). The effect of
the stock vaccine was no different from
the control vaccine. Since toxold was
given intramuscularly and the others
subcutaneously, It would appear that this
was a single-blind study.

Very little has appeared in the litera-
ture In recent years which can be related
to an dssessment of toxold. In 1961, Thal
and Egner reported that alpha toxin had
a significant toxic action on smooth
muscle cells In experimental animals
(Ref. 11), but this work apparently has
not led to any clinical applications.
The only significant work published re-
cently has been with leukocidin toxoid
(Ref. 12). One can only speculate that
continuing interest in leukocidin reflects
the impression that this toxin is more
likely than alpha toxin to contribute to
the pathogenicity of the staphylococcus,
an impression that had its origins In the
work of Panton and Valentine more than
40 years ago (ReL 13), but has never
been proven.

a. Effectiveness. Lederle toxolds per ce
have not been proven effective by prop-
erly controlled studies. The one con-
trolled study using the Lederle toxold, of
which the Panel is aware, was conducted
on 601 subjects in an institution for the
mentally retarded (Ref. 14). No signifi-
cant difference from controls was ob-
served relative to occurrence of staph-
ylococcal infections. However, the study
was not properly controlled, as it was not
"blind" and the control subjects were not
placebo-treated. Furthermore, poor hy-
giene was common in this population;
and recurrent staphylococcal infections
occurred at a high rate, related directly
to the degree of mental deficiency. Thus,
a possible beneficial effect of the toxold
might have been masked.

The company submitted several pub-
lished reports. An uncontrolled study by
Dolman (Ref. 5) described the treatment
of 28 patients with salutary results asso-
ciated with Increased titers of circulating
antitoxin. A similarly conducted uncon-
trolled study was described by Parish,
O'Meara and Clark, 1934 (Ref. 6). In
1935, Murray reported improvement or
recovery in 107 of 116 patients with a
variety of staphylococcal infections (Ref.
15). The only comparison made was with
100 normal subjects in whom antitoxin
blood levels were not significantly differ-
ent from pretreatment levels of the pa-
tients. A 2-year study by Dolman (Ref.
16) Involved 306 patients treated for a
variety of localized staphylococcal in-
fections. Eighty-one patients with recur-
rent furunculosIs were described as hav-
ing excellent responses to therapy. In 59
patients with subacute to chronic osteo-
myelitis and 42 with acne vulgaris the
results following toxoid therapy were de-
scribed as encouraging. Reactions were
noted as rarely being troublesome. Other
uncontrolled studies included treatment
of staphylococcal skin lesions.(Ref. 17),
correlation of antihemolysin titer with
toxold treatment in chronic csteomyelitis
(Ref. 18) and treatment of impetigo
(Ref. 19). The one partially controlled
study submitted by the company Is de-
scribed earlier (Ref. 14). Only one pub-
lished report stated that Lederle toxold
had been usel (Ref. 18).

b. Safety. Animal tests conform to
tentative requirements for staphylococ-
cus toxolds (Ref. 22), as well as the
standard safety regulations.

Human safety data is limited to short-
term observations in controlled and un-
controlled studies and seems adequate.
The use of veal infusion in the prepara-
tion of the standard toxoid (but not the
digest-modified) raises the possibility of
sensitizing individuals to bovine antigens
or inducing allergic reactions in those
previously sensitized, even- though no
reference is made to such a hazard in one
recent monograph on the subject (Ref.
20). No information on long-term safety
exists, except for the usual lack of evi-
dence to the contrary during decades of
use by physicians. The company received
10 complaints over a period of almost 8
years, of which 5 were probably related
to the toxold treatment Itself: acute local
reactions, urticaria, anaphylaxis. During
3 of these years, toxoid was administered
by physicians approximately 800,000
times, according to the Natienal Disease
and Therapeutic Index. How much of
this was Lederle toxoid was not recorded.
No information was provided on the
presence or absence of bacteriophage or
its residual antigen(s) at any stage in
the manufacturing process. The concern
of the Panel regarding possible long-term
adverse effects of injecting bacterio-
phage is discussed earlier in this pre-
amble, under the heading "Safety of
Bacterial Vaccines and Products."

c. Labeling. The following claim are
in the package Insert for formalinized
toxold.
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(a) Beneficial effects of staphylococcus
toxoid therapy, can, to a'great extent, be
measured by antitoxin production.

(b) In many instances,; desensitization is
in no small'measure responsible for success
in treatment.

In fact, there Is no good correlation be-
tween antitoxin levels in the serum and
disease activity (Ref. 21), and the sec-
ond statement Is not supported by any
objective data. The additional statement
that "not infrequently the best results
have been obtained in persons who evi-
denced marked sensitivity" is .unsub-
,stantiated. The digest-modified toxoid,
for which no such claims are made, is
recommended by implication for such
patients because its "allergenic" quality
is modified, and it is thus safer to use.

The recommended treatment sched-
ules were designed primarily to minimize
acute adverse reactions.

4. Conclusions. It is recommended that
this product be placed in Category IIIA
and that the appropriate license(s) be
continued on an interim basis in accord-
ance with the appr6priate Federal regu-
lations and recommendations of this re-
port. The reasons for this recommenda-
tion are these:

a. Thera is no substantial evidence of
safety and effectiveness.

b. There is presumptive evidence of
safety based on published reports.

c. There is a suggestion of effective-
ness In the available literature.

This recommendation is made with the
stipulation that veal infusion broth may
no longer be used in the manufacturing
process. Although this process makes the
presence of live bacteriophage in the
final product highly unlikely, the manu-
facturer must provide direct evidence
that this is, in fact, the case.

Furthermore, the package insert
should not include the statement asso-
ciating beneficial effects with antitoxin
production or the implication regarding
desensitization until substantial evidence
for such claims is obtained.
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IIDIxUNOVAC ORAL VACCINE-rABLETS (BIo.
2155) MANUFACTURED BY PARKE, DAVIS
AND COWPANY
For the two decades following the

influenza pandemic of 1919, extensive
efforts were made to develop effective
vaccines against serious infections from
various respiratory pathogens. These
efforts were extended to include preven-
tive treatment of the milder recurrent
bacterial complications of the common
cold. Because of the impression that any
vaccine effect would be shortlived, and
that 'frequent injections would be costly,
time-consuming, and unlikely to be gen-
erally accepted by patients, research on
oral vaccines was instituted in animals,
which yielded promising results. In ad-
dition to inducing antibody production,
vaccines had a protective effect under
certain conditions. In one of the last
studies reported, a slightly different for-
mulation of oral' vaccine protected rats
from fatal doses of pneumococcus Type
I; the recommended human dose was
used (Ref. 1 below).

Proponents of oral "cold" vaccines
recognized the problem of developing a
polyvalent vaccine that would impart
immunity to the numerous species of
bacteria that might complicate respira-

tory viral Infections. Rockwell and Van-
Kirk attempted to get around this prob-
lem by selecting organisms with high
contents of heterophile antigens which
might stimulate much broader immunity
than would species-specific antigens
(Ref. 2). They observed that heterophile
antibody production could be Induced by
oral vaccine and reported some correla-
tion between antibody titer and clinical
improvement (Ref. 3).

1. Description - a. Composition. Im-
munovac Oral Vaccine contains the fol-
lowing bacteria which are provided in
enteric-coated tablets (numbers In bil-
lions of organisms per dose):
(1) X: pneumoniae

Type 1-10
Type II-10
Types 111, V, VII, VIII and

XIV--each
Total ------------------- 30.0

(2) Streptococcus (2 beta hemolytio,
%-alpha) ------------------ 16.0

(3) Staphylococcus (IJ aureus, V2 al-
bus) ----------------------- 3.0

(4) N. catarrhalis ------------------ 2.6
(5) H. influenzae ------------------- 2.6
(6) K. pneumoniae ------------------ 1,0
(7) Diphtheroldes ------------------ 1.0

b. Preparation. The above organisms
are killed with cresol, centrifuged and
resuspended in saline. In addition, "im-
munogens" are added. These are the cen-
trifugates of cultures containing 2 bil-
lion organisms per dose of each of tho
above except k. pneumoniae and diph-
above except x. pneumonlae and diph-
theroides. The mixture of organisms and
immunogens is lyophilized, blended with
carrier substances and compressed into
tablets.

2. Labeling. The package insert states
that the vaccine "is indicated when It is
desired to attempt prophylaxis against
the species and types of bacteria" con-
tained in the vaccine. Nothing Is said
about prevention of any particular
disease.

3. Analysis-a. Effectiveness. No in-
formation was provided by the manufac-
turer, nor does any exist In the medical
literature regarding the effectiveness of
this product. It is tested for potency by
mouse protection against D. pneumoniac.

b. Safety. The manufacturer reported
one consumer complaint during a 5-year
period. Other than the usual tests for
general safety required by Federal reg-
ulations, no other information is avail-
able.

c. Labeling. The labeling is noncom-
mital: No specific indications are given
for its use.

4. Conclusions. It is recommended that
this product be placed in Category IIIB
and that the appropriate license(s) be
revoked for the .following reasons:

a. There is no substantial evIdenco Of
safety and effectiveness.

b. There is no evidence of presumptive
safety, REFEECES
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I!mLmuNovAc RESPIRATORY VACCINE (BIO.
616); N. CATARRHALIS IMIUNOGEN
(Co a nmra) (Bio. 340); AND N. CAT-
ARRAIJS .VACCINE (CoMBNED) (Bzo.
615) MANUFACTURED BY PARKE, DAvIs
AND Co.
1. Description. The three products are

considered together because they are
presented as one submission by the man-
ufacturer and because they are several,
combinations of many of the same chem-
ically killed bacteria, or sterile filtrates of
these cultures mixed to include different
concentrations of organisms. The Im-
munogens(a) are a patented trademark
for material said to contain "ectoanti-
gens," which is obtained from live or-
ganisms grown on solid media by wash-
ing with 0.9 percent saline followed by
rapid centrifugation to remove bacterial
cells which "prevents formation of bac-

-terial autolysates."
The Immunogens are said to contain

the soluble, surface ahtigens of: N. cat-
arrhalis, D. pneumoniae, H. influenzae,
streptococci, hemolytic and nonhemoly-
tic and staphylococci. All are grown on
solid calf serum agar except pneumococci
which are grown on rabbit blood agar,
anf H. inftuenzae, which is grown on
chocolate agar. The centrifuged saline
suslensions are sterilized chemically and
by membrane filtration to remove bac-
terial cells. The vaccines are all chemi-
cally-killed organisms using cresol 0.75
percent.

N. Catarrhais vaccine (combined) has
twice the bacterial count of Immunovac
Respiratory vaccine, and both contain C.
diphtheroid and K. pneumoniae. Immu-
novac Respiratory also contains Immu-
nogens") of all the other organisms
which are used in the vaccine, namely
N. catarrhalis, pneumococci, H. influen-
zae, streptococci and staphylococci. N.
Catarrhalis Immunogen is twice the con-
centration of the Immunogensa ) used in

Inmunovac Respiratory vaccine (paren-
teral).

All formulations are checked for final
sterility with methods not described by
the manufacturer.

2. Labeling. Each product is separately
labeled, with brief descriptions of the
manufacturing process, organisms and
thefr concentrates. Indications are
slightly different for each one, although
all are suggested for prophylaxis and
treatment of infections of the respiratory
tract. For all preparations daily doses
are suggested for treatment. Prophylac-
tic treatment with doses of 0.1 cc sub-
cutaneously (0.25 cc for N. catarrhalis
vaccine) every 48 to 72 hours is advised.
N. Catarrhalis Immunogen and Immuno-
vac Respiratory vaccine may be started
with 0.2 cc intramuscularly. A schedule
of 4 to 8 prophylactic or therapeutic
doses is recommended.

Only for Immunovac Respiratory vac-
cine and N. Catarrhalis Immunogen is
there any description of reactions, which
are local; It is stated that "general sys-
temic reactions are unusual." For N. ca-
tarrhalls vaccine, It is stated that "It is
especially desirable in treatment to
maintain the dosage at a level that will
not give rise to marked local or general
reactions."

3. Analyss-a. Effectiveness. No infor-
mation was provided except a few letters
chiefly from the patients of 1 physqcian
and references to 2 papers reporting fav-
orable results with the use of a cold vac-
cine for prophylactic immunization for
catarrhal illness and colds in 950 and
500 industrial employees.

b. Safety. General safety tests are per-
formed as required by Federal regula-
tions. No reactions were reported by the
manufacturer for the period from 1968 to
1972.

c. Benefit-risk ratio. The benefit-risk
ratio for these three products is low.

4. Conclusions. It is recommended that
these products be Placed in Category
IrIB and that the appropriate license (s)
for Immunovac Respiratory vaccine (BIo.
616); N. Catarrhalis Inmunogen (com-
bined) (Bio. 340); and N. Catarrhalis
vaccine (combined) (Bio. 615) be re-
voked for the following reasons:

a. There Is no substantial evidence of
safety or effectiveness.

b. There is no evidence presumptive of
safety.
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MIXED INFEcTION PHTIkcOGEN (Bxo. 596)
MANUFACTURED BY PARKE, DAVIS AI
COMPANY

1. Description. Phylacogen is a formu-
lation of modified bacterial antigens, 11-
censed by the manufacturer as Immuno-
gens.@ This is a registered trademark for
material said to contain "ecto-antigens,"
which are soluble surface antigens of the
organisms used. These "ecto-antigens"
are obtained from live organisms grown
on solid media, by washing with saline,
treating chemically with phenol, and
centrifugating to remove bacterial cells
which "prevents formation of bacterial
autolysates."

Phylacogen Is composed of microorga-
nism cultures grown separately, ex-
tracted, chemically treated and concen-
trated in vacuo. The residual mass of or-
ganisms and precipitated proteins are
removed by filtration. Each milliliter of
bacteria-free filtrate Is derived from ap-
proximately 1,000 million organisms In
the following proportions:

a. Streptococcus. hemolytio and nonbemo-
lytlo (equal parts)--40 percent.

b. Staphylococci (albus and aurcus) (cqual
parts)-20 percent.

c. Coli bacilli-20 percent.
d. Pneumococcl. Types 1. 2. 3, 6. 7, 8 and

14 (equal parts)-20 percent.

The organisms are grown on solid
medium (calf serum agar) except for
pneumococci which are cultivated on
rabbit blood agar. The final sterility
check with standard methods is not
described.

Phylacogen is not marketed in the
United States or Canad,, and the de-
scription submitted for the product is
a translation from the Spanish. The label
Is in Spanish.

2. Labeling. This vaccine is meant to
be injected either subcutaneously or in-
travenously, but the first dose should be
subcutaneous to determine "the pa-
tient's tolerance." The initial dose
"should never ba injected intravenous-
ly. Each dose should be injected at dif-
ferent sites." An initial dose of 1 or 2
milliliters should be repeated daily with
Increases of from 1 to 2 milliliters "in
each dose according to the physical and
nervous state of the patient, etc." "Very
seldom is it necessary to give the patient
more than 10 milliliters subcutaneously
in one single dose." Initial intravenous
doses, preceded "by one or more subcu-
taneous doses should not be greater than
0.25 milliliter." Subsequent doses are in-
creased by similar amounts. This may be
built up daily until 5 milliliters are ad-
ministered. A marked reaction to either
route Indicates that the next dose should
be decreased. Subsequently, it again may
be increased cautiously.

3. Analysis--a. Effectiveness. There is
no information relating to the effective-
ness of the product.

b. Safety. No information on animal
safety was provided by the manufac-
turer.

No information on human safety was
provided by the manufacturer.

c. Benefit-risk ratio. The benefit-risk
ratio for this product is low.

4. Conclusions. It is recommended that
the product be placed in Category IB13,
and the appropriate license(s) be
revokel for the following reasons:

a. There is no substantial evidence of
safety or effectiveness.

b. There is no evidence presumptive of
safety.

B~icTRun Az.==N MADE Fno~r RlExo-
LYTIC A=- No.rMsoLYTnc STEPTOcoccI
(SrarTpococcus Iimm0GENo, ARiunmS
(BIO 327)) MANUFACTURED By PABxE,
DAVIs AM Co.
1. Description. This product consists

of substances, I.e., antigens, extracted
from the surfaces of bacterial cells by
agitation in isotonic sodium chloride
solution followed by centrifugation. The
bacteria used include three beta hemo-
lytic strains (Group A, no type, T-type
3/13 and Group B, Type 3), five alpha
hemolytic (Group D, S. sanguis and 3
of S. miffs), and one gamma hemolytic
S. facalis. The vaccine Is standardized
so that 1 milliliter contains antigens
from approximately 2 billion bacterial
cells. Purified cresol 0.2 percent is added
as a preservative.

2. Labeling. The basis for the use of
this agent dates to the period when
streptococci were considered to be the
cause of rheumatoid arthritis (Ref. 1).
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Despite years of intensive search, no
microorganism has been isolated which
can be causally related to rheumatoid
arthritis (Ref. 2). The ubiquitous
presence 'of streptococci coupled with
scattered reports of their isolation from
blood cultures, the relative ease in
demonstrating humoral antibodies, to
them, and the accepted association of
Lancefield Group A streptococci with
acute rheumatic fever is used as a ra-
tionale by some practitioners for the
continued use of streptococcal vaccine in
the treatment of rheumatoid arthritis.

The manufacturer's indications for the
use of streptococcus immunogen, as a
desensitizing agent, is stated to be "as
an adjuvant to other established antiar-
thritic therapy." This indication is ac-
companied by a statement that "there is
no uniform agreement concerning the ef-
fectiveness of this product." Cited con-
traindications for use include pregnancy.
rheumatic fever, glomerulonephritis and
patients receiving corticosteroid or other
immunosuppressive therapy. A warning
that the possibility exists that use of this
product may induce streptococcal-asso-
ciated disease states or exacerbate exist-
ing conditions is included.

3. Analysis. The nature of the anti-
genic material, or evidence that antigens
actually exist in the product is not doc-
umented. The usual means for obtaining
cell wall antigens (Ref. 3) are not used in
the above-stated method.

The likelihood of significant or demon-
strable representations of cell wall or
surface antigens existing in such prod-
ucts, following what in essence is a vig-
orous saline wpsh, is exceedingly small.
The fact that no washing of the har-
vested cells prior to the "saline extrac-
tion" Is described, suggests that the
product may contain significant amounts
of calf serum agar as a contaminant and
possible safety hazard.

Claims of effectiveness, as previously
noted, are not uniformly accepted. Evi-
dence of effectiveness is submitted either
as uncontrolled or partially controlled
studies or testimonial letters from indi-
vidual physicians. The most detailed of
these reports was submitted by Dr. I. An-
derson and Includes 15 cases (5 of which
were supplied by a colleague) of which 7
had a condition described as "infectious
sacroiliac arthritis." Total improvement
was noted in 12 of 15 patients after 4 in-
travenous doses (initial dose of 0.2 milli-
liter with each of the following doses in-
creased by 0.1 milliliter at 5-day inter-
vals), and in the remaining 3 patients
after 6 treatments. No controls were in-
cluded. Safety data are limited to results
of the general safety tests, marketing in-
formation and physician testimonials, in-
cluding a statement from Dr. J. W.
Townsend who reports on treating large
numbers of patients per week.

The submitted niedical literature in-
cludes a paper by Wetherby describing
the intravenous use of streptococcal vac-
cines (not this manufacturer's product)
in the treatment of chronic arthritis
(Ref. 4). (See review of V-677 in this
report which also discusses the Wether-

by Study.) While this paper is of some
interest, the product under review, strep-
tococcus immunogen, was not used by
Wetherby in his studies. As noted above,
although the product is prepared by "sa-
line agitation" of growth from strains of
alpha, beta and gamma hemolytic strep-
tococci, there is no documentation that
streptococcal antigens are contained in
the product as described.

The basis for utilization of the saline
bacterial wash rests with a paper sub-
mitted by the manufacturer by Ferry
and Fisher (Ref. 5) in which a viriety
of methods was employed in the extrac-
tion of so-called "ecto-antigens." Strep-
tococcal antigens are purportedly dem-
onstrated by the immunization of rabbits
and the subsequent determination of ag-
glutination and complement fixation ti-
ters, implying antibody-antigen reac-
tions. The lack of controls, i.e., checks of
the hyperimmune sera against agar
products and serum absorption to re-
move nonspecific antibody, makes spec-
ificity 'dimcult *to evaluate and at best,
only suggestive.

The demonstration of mouse protec-
tive soluble antigen of pneumococcus by
Ferry and Fisher cannot be applied to
the streptococci used in this preparation
since no specific soluble substanced exists
for the involved streptococci. Ferry's re-
port (Ref. 7) of the agar washings of a
strain of beta hemolytic, streptococcus
(Streptococcus scarlatiniae) producing
reactions identical to those induced by
scarlet fever toxin (Dick toxin) a known
extracellular product, suggests that
the antigenic activity described by these
authors may be of extracellular origin.

The remainder of the papers sub-
mitted include references to the nature
of rheumatic and collagen diseases, the
use of bacterial vaccines in asthma, the
common cold and the use of bacterial
acellular antigens in similar conditions.
While these studies are of interest, none
can be utilized to assess the effectiveness,
safety, or the nature of the Parke-Davis
product under review.

Contraindications for the use of vac-
cines containing Lancefield Group A
streptococci in acute rheumatic fever
and acute glomeruloiephritis are indi-
cated by reports describing cross-react-
ing antigens between streptococci and
human heart muscle (Refs. 8 and 9),
skin (Ref. 10) and kidney (Ref. 11)
capable of Inducing pathologic changes.
Thus the safety of such agents is sus-
pect. Despite the fact that deaths have
not been directly related to streptococcal
vaccines,- the occurrence of renal in-
volvement among the -so-called "rheu-
matic diseases" coupled with the failure
to monitor organ pathology in early
studies raises serious questions concern-
ing an "iceberg" effect for undetected
vaccine toxicity.

The early hypotheses and observations
relative to the causal relationship of
alpha hemolytic streptococci to rheuma-
toid arthritis are speculative at best. For
example, the demonstration that the
blood of normal ifidividuals is readily
invaded by these organisms following

oral manipulation (Ref. 12) explains
(1) the early reports of their isolation
from the blood of patients with a variety
of disorders and (2) misinterpretations'
of their significance.

Although the concept of an Infectious
eti6logy for rheumatoid arthritis (Roft.
13) has not been totally discarded, the
causal relationship of the streptococcus
to this disorder has not been considered
viable since the late 1930's. While no re-
lationship ever has been established be-
tween these organisms and other forms
of arthritis, the accepted role of Group
A streptococci In acute rheumatic fever
and acute glomerulonephrltis has been
considered a contraindication for the
use of such vaccines In these diseases,
The search for an Immunologic rela-
tionship between these organisms and
these "immune diseases" continues and
remains an investigational and Intel-
lectual challenge (Ref. 14).

The continued use of this product In
which the presumed streptococcal sur-
face antigens have not been demon-
strated (were they present they would
create potential tissue and organ dam-
age in humans) (Refs, 8 through 11)
must be seriously questioned. That a
number of practitioners and patients
have employed them during their many
years of existence, as attested by test.l-
menial letters, In no way circumvents
the lack of evidence for safety and effec-
tiveness In the submission.

The Inclusion of the Wetherby study
(Ref. 4) with another streptococcal vac-
cine also. Is not valid evidence for the
safety and effectiveness of the product
under review In the treatment of
arthritis.

4. Conclusions. It is recommended that
this product be placed in Category I
and that the appropriate license(s) be
revoked because there are compelling
reasons to assume a lack of safety and
an unsatisfactory benefit-risk ratio for
this product. In keeping with the Panel's
statement regarding the use of Group
A streptococcal strains and their deriva-
tives, this product is considered hazard-
ous.
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PIRONtN (PSEUDOMONAS POLYSACCHAR-
IDE) MANUFACTURED By TRAVENOL LAB-
ORATORIES, INC.
It has been known since the 'mid-

eighteenth century that the inoculation
of a wide variety of substances can in-
dilce "toxic" manifestations, including
fever, in man and lower animals (Ref.
1 below). Many of these effects were
seen during severe infections with gram-
negative bacteria; the active factors
were extracted from bacterial cells and
nonviable, protein-free preparations.
These were tirmed "endotoxins," and
an extensive research effort on their
mode of action and biochemical com-
position has continued to this day. While
-the main pharmacologic actions are
present in all endotoxin preparations,
variations result from the type of bac-
teria used and their method of extrac-
tion. Thus the extensive body of data on
endotoxins can yield useful inferences,
but- cannot be precisely applied to ef-
fectiveness and safety considerations of
PIROMEN.

Much of the initial impetus for endo-
toxin study and development was based
on the presumed clinical usefulness of
fever induction in diseases such as
neurosyphilis. The basis for the alleged
benefit of fever has never been under-
stood, and its use has diminished stead-
ily as other treatments have become
available (penicillin for neurosyphilis,
etc.). In a 'sense it belongs in the same
.category as a number of other procedures
whose apparent value has been dimin-
ished and replaced by more uniformly
effective procedures with less dangerous
side effects. At the same time that fever
therapy was decreasing, possible stimu-
lating effects of endotoxins on the pitui-
tary-adrenal axis were noted which in
turn encouraged their continued use by

some in a variety of allergic conditions
but primarily as an adjuvant to other
forms of therapy.

PIROMEN was developed in response
to these needs in the early 1950's. It was
initially prepared by Baxter Labora-
tories under the trade name 'PYRO-
MM; subsequently, the product and

license were assumed by Travenol Labo-
ratories, a subsidiary of Baxter, under
the current name "PIROMEN."

1. Description. The pseudomonas spe-
cies used was obtained from the Ameri-
can Type Culture Collection (No. 9229).
Although not explained by the manu-
facturer, one nvestigative group states
that pseudomonas was selected because
it was not thought to be commonly
pathogenic and could be cultured easily
(Ref. 2). Preparation follows the pro-
cedure of Nesset et al. (Ref. 3). Bacteria
are grown for 8 to 10 days, autoclaved,
and trypsin added In a 1:50 enzyme sub-
strate ratio. The digest is then dialyzed,
centrifuged, and the supernatant lyo-
philized to a concentrate with a minimal
pyrogenic dose of 0.3 microgram/kilo-
gram in rabbits. Analysis reveals pri-
marily polysaccharlde with hexosamine
as the only reducing sugar. A small
amount of contaminating nucleic acid is
present; no protein is detectable.

The preparation is buffered with M/6
sodium lactate to a pH of 6.8 and con-
tains thimerosal 1:10,000 as a preserva-
tive. It is standardized by the dry weight
of the concentrate and supplied In 10 ml.
vials containing 4 mcg/mL and 10 mcg/
ml., and in 2 ml. vials containing 50
mcg/ml.

2. Labeling-a. Package insert. Phar-
macologic activity is ddscribed as medi-
ated primarily, but not exclusively,
through the pituitary-adrenal system.
Animal studies indicating activation of
the reticuloendothellal system, tempera-
ture elevation and improvement in vas-
cularity to traumatized areas are men-
tioned.

Indications are listed as adjuvant in
nature for a variety of allergic and der-
matologic conditions. It is specifically
stated that PIROMEN has "proved of
value" in perennial respiratory allergy,
hay fever, allergic rhinitis, bronchial
asthma, urticarla with angloedema, food
allergy, and "fatigue syndrome of aller-
gic origin." For dermatologic conditions,
PIROMEN is said to have been "used
successfully" in atopic dermatitis, Infec-
tios eczematold dermatitis, urticaria
with angioneurotic edema, contact der-
matitis, otitis externa, vesicular erup-
tions, tinea and neurodermatits.

Precautions listed are: Situations
where the effects of temperature eleva-
tion may be deleterious to the patients
(not specified in the insert); and It is
stated that
The drug should be administered with care
in patients with a previous history of atbma
because It may, on rare occasions, produce
an asthmatic attack.

It is further mentioned that an attack
has been reported in an indivdual with
no previous history of asthma but that

resumption of PIROMEN has not pro-
duced a recurrence. No reference source
for this is presented. Standard current
precautions on instrument sterility are
also recommended.

Side effects are presented as "few and
relatively minor", and it is stated that
aspirin can relieve much of the discom-
fort. The sense of euphoria often asso-
ciated with PIROMEN is mentioned.

Administration is recommended to be
any parenteral route, although the intra-
venous s described as producing the
most rapid effects. Because of variations
in response threshold, initial doses of 1
or 2 micrograms intravenously are
recommended with subsequent doses be-
ing increased by 1 microgram per injec-
tion until a clinical response is obtained.
If a fever is produced, it is suggested
that the next dose be reduced by , to 1
microgram. Levels of maintenance dos-
age or-lpngth of time treatment should
be continued is not clearly specified-the
statement is made that-
Dosage should be maintained at the level
which produces the greatest clinical response.

A general program of three injections the
first week followed by weekly inocula-
tions for "as long as necessary" is sug-
gested. It is noted that some cases may
require two or more injections weekly to
obtain the most beneficial responses.

Also included is a description of how
the product is supplied and a reference
list of 36 pertinent published articles.

b. Other descriptive material, The
package Itself contains no therapeutic
claims, and PIROMEN has not been ad-
vertised. The only other promotional ma-
terlal presented are drug index cards,
which contain essentially the same ma-
terial as described in the package insert.

3. Analyss-a. Theoretical considera-
tions-(1) Effectiveness. A vast litera-
ture on the mode of action and effects
of bacterial endotoxins has accumulated
during the past 20 years. The diversity
of effects appears almost endless, and
It Is not surprising that a theoretical
basis for possible effectiveness in human
disease states can be found. With re-
spect to infectious diseases, for example,
it has been noted that endotoxins have
important effects upon blood granulo-
cytes, the reticuloendothelial system, an-
tibody production, complement, lysozyme,
interferon, vascular reactivity, produc-
tion and dissipation of heat, metabolism,
and other systems that can influence re-
sistance to infection specifically or non-
specifically (Ref. 4). Certainly, the possi-
bility of human therapeutic usefulness
could be logically considered.

The current manufacturer's suggested
therapeutic usefulness of PIROMEN is
primarily for certain allergic disorders,
on the rationale that endotoxins stimu-
late the release of pituitary and adreno-
cortical hormones. This concept was not
initially readily accepted (Ref. 1). Sub-
sequent studies have clearly shown in-
creased blood levels of these hormones
following PIROMEN inoculation in hu-
mans (Refs. 5 through 9). In fact, the
drug is now used as a diagnostic aid in
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the assessment of pituitary reserve.
In these publications it should be noted

that there has been a consistent finding
that laboratory indications of increased
hormonal *activity occurred only -when
fever was also induced. If the specific
hormonal effects are accepted as the
rationale for therapeutic use, this would
suggest that subpyrexial doses of PIRO-
MEN would be ineffective. It has been
suggested that a virtue of PIROMEN is
that it may in effect substitute for steroid
therapy, causing fewer undesirable side
effects and less rebound phenomena.
Again, If therapeutic effects are to be
ascribed to hormonal action, it is difficult
to see why the indirect stimulation by an
endotoxin would be easier to control than
direct administration of kfiown amounts
of adrenocortical hormones.

The use of endotoxins as nonspecific
- pyrogenic agents has previously been

mentioned. In some instances, the al-
leged beneficial effects may have been
mediated through the pituitary-adrenal
axis as described above. Many other ef-
fects of fever may have been important
in therapy, but this field remains in a
somewhat confused state and the pos-
sible benefit of PIROMEN as a nonspe-
cific pyrogen cannot be said to rest on
any firm theoretical foundation.

(2) Potency standards. A variety of
methods has been used for extraction of
endotoxin from bacteria and it appears
to be generally agreed that a lipopoly-
saccharlde fraction possesses much of
the activity. Precise relationships have
still not been worked out and it has
been stated,
This is not to say that the essential activities
of endotoxins do not reside in a phosphoryl-
ated lipopolysaccharlde; however, to date no
complete proof exists that a specific basis
constituent Is essential for any of the toxic
or other biological activities common to the
endotoxin macro-molecule (Ref. 10).
Thus a standard based on precise chemi-
cal composition is not available.* Bioas-
says have therefore been used,'the most
thoroughly studied being fever produc-
tion in rabbits. Perhaps the limulus
amebocyte lysate test wduld also be use-
ful for standardizing this product but the
degree of specificity of this test has been
questioned (Refs. 45 through 47).

The standardization of PIROMEN is
based on dry weight but rabbit pyrogenic
assays are routinely performed as a po-
tency check of each lot. 'Since the mode
of action of PIROMEN has not been pre-
cisely defined, an entirely logical potency
standard is not available. The methods
used, i.e., standardization by dry weight
with a potency check by bioassay of fever
in rabbits, seem to be in accord with the
current state of knowledge.

(3) Safety. As with effectiveness con-
siderations, the published list of danger-
ous effects of endotoxins in animals is so
extensive and variable that any number
of theoretical dangers in human use can
be devised. These include shock, throm-
bocytopenia, tissue necrosis, generalized
Schwartzman reaction, antiphagocytic
action, renal cortical necrosis and
adrenal necrosis (Ref. 1). Evaluation

must be tempered by the realization that
the data are based on endotoxins from a
variety of bacterial sources, widely di-
vergent methods of extraction, and prod-
ucts of varying degrees of purity. Also,
most are strongly dose-dependent with
animal data indicating an extensive
range between minimal doses required
for pyrogenic effects and amounts shown
to produce dangerous reactions.

It has been stated on the manufac-
turer's drug index card and frequently
in the literature (Refs. 15 through 18)
that PIROMEN is non-anaphylactogenic.
While classical an aphylactic responses
are rarely seen in animals following
PIROMEN administration, the specific
research efforts to produce such re-
sponses have been few. Extensive work
with other endotoxin preparations have
shown varying degrees of antigen activi-
ties of even highly purified lipopolysac-
charides. In fact, the question is often
raised as to the role of hypersensitivity
reactions to endotoxin in the genesis of
the biological effects (Ref. 11). Thus,
this theoretical danger should not be
lightly dismissed. A more specific related
example is the Schwartzman reaction,
frequently demonstrable in laboratory
animals following endotoxin usage. The
mechapism is still not completely under-
stood, but its appearance is related
closely to such factors as the route of ad-
ministration and the exact timing of In-
oculation. The clinical use of PIROIEN
in humans follows no set pattern of route
or timing. It thus is possible that certain
combinations* could lead to dangerous
immunological reactions inman.

Considerable evidence exists that there
is a relationship between lesions pro-
duced by endotoxin and the circulating
levels of alpha adrenergic amines (levar-
terellol and epinephrine). The patho-
genic potential of endotoxin is enhanced
by higher blood levels of these amines
(Ref. 12). These effects of endotoxin
bring into serious question the recom-
mendation, (package insert) for the use
of epinephrine to treat high-dose
PIROMEN-induced asthma.

Finally, it should be noted that suscep-
tibility to endotoxin in laboratory ani-
mals can vary with genetic type and that
certain disease states in humans, such as
liver disease, can increase susceptibility
to effects of endotoxin, and that fever In-
duction in man by any mechanism al-
ways has been associated witl dangerous
reactions (Refs. 1, 13, and 14). . f

b. Available data-(1) Effectiveness.
Twenty-six published studies were iden-
tified by the Panel as dealing with the ef-
fectiveness of PIROMEN in human dis-
ease states. A summary of these is pre-
sented in tabular form in a supplement to
the Parel report (Ref. 50). Excluded are
individual case reportsand those deal-
ing with the use of PIROMEN as a test
of pituitary and bone marrow reserve.

-Of these studies, the vast majority are
uncontrolled compilations of treated
cases, performed between 1949 and 1955.
The majority of the uncontrolled studies
indicate some possible degree of effec-
tiveness but valid interpretation is lim-

ited not only by the lack of placebo con-
trols, but also by the lack of precise
methods of evaluation, considerable
variations in dosage, route, and schedul-
ing of inoculations, lack of consistent
definition of cases, and insufficient num-
bers in many of the disease categories.

The report of Guy and Green (Ref. 19)
employed saline placebo controls. Judged
by present-day standards, the study was
flawed In respect to its randomization
procedure, inadequacy of the crossover
technique, type and timing of followup,
and method of statistical analysis. It also

.should be noted that currently accept-
able modes of therapy were not used In
either control or experimental groups.
Nonetheless, a real attempt at a blind
study was made, and the results were
suggestive of effectiveness with respect
to chronic recurrent atopic eczema: of
15 patients treated with placebo, 2 im-
proved, 8 showed no change and 5 be-
came worse. Of 28 patients treated with
PIROMEN, 17 improved, 7 showed no
change and 4 became worse.

Samter and Kofoed (Ref. 31) also con-
ducted a double-blind controlled trial
but recipients in this case were patients
with rhinitis, bronchial asthma and
urticarla. Of 19 patients treated with
subcutaneous (SC) PIROMEN, 8 Im-
proved, 7 showed no change and 4 be-
came worse. Of 19 placebo patients, 6'
improved, 9 showed no change and 4 be-
caine worse. The authors concluded that
the clinical effectiveness of the product
was not superior to a placebo containing
its diluent M/6 molar sodium lactate.

Theoarticle by Welsh and Ede (Ref. 16)
describes the results in 1,037 subcutane-
ously treated cases of various dermatoses
and compares them with patients on
therapeutic regimens without PIRO-
MEN.. The effects are quite impressive
numerically with respect to Infectious
eczematoid dermatitis, atopic dernatitis,
urticaria, angioneurotic edema and eon-
tact dermatitis. Little benefit was noted
in a variety .of other Inflammatory, in-
fectious and -miscellaneous skin condi-
tions. Unfortunately, It Is Impossible to
determine from the article what the con-
trols were, how they were selected, or how
they were evaluated.

The vast majority of disease condi-
tions studied are all subject to spon-
taneous variations and also exemplify
the "well known tendency of allergic pa-
tients to respond favorably but tempo-
rarily to any new and dramatic treat-
ment" (Ref. 22). Thus, the uncontrolled
studies, despite their number, provide
little if any basis for the scientific eval-
uation of effectiveness. Negative results.
however, may have some Inferential
value. Besides the negative double-blind
study (Ref. 31), asthma in general, fared
less well than allergic dermatoses in the
uncontrolled studies. In the one instance
in which systematic measures of respira-
tory capacity were made, no significant
responses to PIROMEN were uncovered
(Ref. 28).

One interesting possible use of PIRO-
MEN is in familial cold urticaria, a rela-
tively rare condition with an autosomal
dominant inheritance pattern. The prior
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administration of PIROMEN in rela-
tively large intravenous amounts (33 and
25 micrograms) in two patients pre-
vented the development of urticaria after
subsequent exposure to cold (Ref. 48).
The mechanism for this action is un-
known.

Since effectiveness could not be regu-
larly demonstrated, it follows that no
logical route and dosage of PIROMEN
can be established. It is interesting that
investigators are almost evenly divided
on the question of whether a dosage
sufficient to produce fever is necessary
for therapeutic action. In only rare in-
stances was temperature actually meas-
ured, the criteria most often employed
being chills and/or subjective feelings of
warmth. Since PIROMEN is now recom-
mended as "adjunct" therapy, it is im-
portant to recognize that the studies re-
ferred to were conducted 17 to 25 years
ago.-Many did not use steroids for rou-
tine therapy, while others used forms of
steroid therapy which were not as effec-
tive as they are currently. Thus the al-
leged effectiveness of PIROMEN in gom-
parison to standard forms of therapy
might well be less today.

A large section of the manufacturer's
presentation is devoted to the use of
PIROMEN in the assessment of bone
marrow and pituitary reserve. There are
adequate data to support this (Refs. 5
through -9, 42 and 43), but it should be

-clearly noted that these are diagnostic
procedures performed on an experimen-
tal basis.

It also appears that PIROMEN is not
used alone, but rather as part of a bat-
tery of tests, no single one of which is
taken as a sole, valid indicator.

A variety of laboratory animal data
are available on possible beneficial ac-
tions of PIROMEN such as wound heal-
ing and nervous system regeneration.
While such data stimulated early human
trials on multiple sclerosis (Ref. 37) and
duodenal ulcer (Ref. 38), current indica-
tions for PIROMEN usage are primarily
allergic and dermatologic and have no
direct relationship to model systems in

. lower animals.
(2) Safety. A summary of human trials

and possible adverse effects is presented
in tabular form in a supplement to the
Panel report (Ref. 50), including studies
from the effectiveness summary plus
pituitary assessment and individual case
report data. As indicated, over 2.000 per-
sons are reported in the literature to
have received PIROMEN inoculations.
A considerable variation in reported ad-
verse or side effects from study-to-study
can be noted. Analysis is made difficult
because many of the studies do not spec-
ify precise details of dosage, timing, or
route of administration, nor how adverse
effects were sought.

Three deaths were temporally associ-
ated with PIROMEN administration. The
case reported by Walton and Elliot (Ref.
35) occurred in a. young woman with a
previous history of severe asthma, psy-
chologic instability and aspirin sensitiv-
ity. Her fourth hospital admission was
characterized by less severe asthma, and

she was started on a course of intra-
venous PYROTEN. Following her last
(7th) dose she developed a severe at-
tack, required epinephrine and amino-
phylline, and died suddenly 1 hour and
25 minutes following the intravenous
PYROMEN. The case reported by Wit-
tich (Ref. 32) was an adult male with
a longstanding history of severe asthma.
He had been hospitalized In status
asthmaticus, was nonresponsive to ACTH
and cortisone, and a course of PIROMEN
therapy was initiated. He became vorze
after three or four inoculations, and ex-
pired 2 days later. The report by Lonsen
and Liebert (Ref. 34) was that of a 52-
year-old general paretic who was suffer-
ing from cord bladder. "Very shortly"
after the first intravenous PIROMEN
injection the patient developed a high
temperature that persisted, the nonpro-
tein nitrogen rose markedly, and the pa-
tient expired 10 days later. Other deaths
have been reported during the course of
PIROMEN therapy, but these occurred
in severely ill, patients with malignant
hypertension and bore no patterns of

- timing or associated symptoms which
could be related to PIROMEN (Refs. 40
and 41).

A pattern suggestive of asthma hyper-
reactivity can be noted. One death was
seen, and In one instance an asthma at-
tack occurred in a person with no prior
asthma history (Ref. 24).

A number of precipitations of asth-
matic attacks In prior asthmatics were
seen (Refs. 21 through 23. 25, and 32).
On the basis of available descriptions
these were not severe and were easily
controlled. The one study employing ven-
tilatory tests showed no change follow-
ing PIROMEN (Ref. 28).

Two studies (Refs. 24 and 26) noted
possible bleeding tendencies as inciden-
tal observations. Extensive laboratory de-
terminations, including bleeding and
clotting times, platelet and reUcuocyte
counts, and vitamin C, calcium and phos-
phorus levels were performed; while all
were within normal limits, no specific
studies, both before and after PIROMEN
inoculation, were performed, thus no
slight to moderate effects could be de-
termined (Ref. 24).

The two patients reported with shock-
like effects had been on PIROMEN for
several months without reactions. A sin-
gle intravenous dose of 4 micrograms was
followed in a few minutes by faintness,
pallor, tachycardia, sweating, nausea.
abdominal pain- and "other signs of
shock." Each recovered without support-
ive treatment and received no subsequent
PIROMEN therapy. This prompted the
authors to state that,
PIROM'EN is said to be nonanaphylactogenc.
but these two cases suggest caution in Its
use after an Interval from previou treatment
(Ref. 22).

Other reactions noted included devel-
opment of 6ctoplc beats in those Ivth
Previous myocardial damage (Ref. 32),
symptoms suggestive of possible avita-
minosis B and C in four patients, and
mental disturbances in previously
depressed patients (Ref. 24).

The most common effects were "con-
stitutional reactions" of fever, headache,
malaise, chills, muscle aches and nausea.
These were mostly mild and transient,
only on rare occasion causing sufficient
discomfort to induce lack of cooperation
from the patient. These effects were seen
almost exclusively after intravenous ad-
ministration of PIROMEN. It was specifi-
cally noted by several investigators that
no correlation could be found between
doage level and likelihood of reaction.
Reaction has been noted after as little as
0.5 microgram and not seen after doses
as high as 50 micrograms. No systematic
evidence is available as to whether reac-
tions consistently occur n the same per-
sons.

Areas of deficiency In human safety
data include:

(W Systematic long-term evaluation.
Most studies are short-term, and what-
ever laboratory data are available have
been collected after the initial inocula-
tion.

(Wi) Relatively few attempts to investi-
gate alteration of immunologic response
in humans. In one study no dermal hy-
perzensitivity could be found after re-
peated PIROMEN inoculations, and
there was no influence on ragweed sen-
sitivity (Ref. 31), the only specific at-
tempt.

(Ill) Lach of controlled studies. It
should be realized that controlled stud-
ies are necessary not only for effective-
ness determinations, but also to accu-
rately assess induced complications as in-
dicated In the general findings.

Extensive animal studies have been
conducted with this product. Additional
animal studies can be found in the liter-
ature; these studies are consistent with
the articles presented. In particular, de-
tailed pathologic studies have been per-
formed (Ref. 44).

Studies in a variety of animals show
that relatively high doses are needed for
obvious danger signs to appear. Rela-
tively few studies of long-term, repetitive
dozes have been performed, and rela-
tively few have been specifically designed
to search for abnormal Immunologic re-
actions, although failure to induce ana-
phylaxis in guinea pigs has been specifi-
cally noted (Ref. 31).

The manufacturer's presentation
states that the LD-50 of PIROMEN in
laboratory animals is in the area of
70.000 micrograms/kilogram, whereas
the highest dosage reported as having
been given to humans is 50 micrograms
total doze. This should be tempered by
the realization that the LD-50 is the dose
at which one-half of the animals die,
hardly an endpoint useful for clinical
considerations. The dose-response curve
is characteristically S-shaped, thus the
dose that would kill 1 of 1,000 animals
cannot be extrapolated. Furthermore,
human sensitivity to endotoxin is higher
than that of many animals. Thus the
ratio between toxic and therapeutic ef-
fects may be less than generally sup-
posed.

c. Labeling. On the basis of the preced-
ing discussion, it Is clear that the pack-
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age insert and drug index cards contain
several statements which are misleading
and not in accord with the weight of
scientific evidence.

d. Benefit-to-risk considerations. Pre-
cise risk rates for PIROMEN cannot be
determined because of the lack of sys-
tematic reporting and controlled trial
methodology. It is recognized that the
association of adverse clinical symptoms
with drug administration does not imply
a cause and effedt relationship. In the
case of PIROMEN it can be noted that
the deaths occurred in those with pre-
existing illnesses whose deaths may have
had only a coincidental relationship to
PIROMEN administration. Risk determi-
nations in the case of PIROMEN are
therefore largely judgmental, based on
indirect features of timing, biological
plausiblity, and consistency of relation-
ship. "Substantial" direct evidence of
either safety or the lack of it cannot be
found.

With these considerable limitations in
mind, the Panel considers that:

(1) Risk definitely outweighs benefit
in the condition of bronchial asthma
since an association of adverse effects
to PIROMEN has been found without
concomitant benefit.

(2) Risk-to-benefit ratios in the con-
ditions generally categorized as "atopio
dermatitis" are indeterminate. Neither
component can be accurately weighed.
Considerations are:

(i) Effectiveness data are not consist-
ent. While data of studies suggest a
measurable degree of effectiveness, ad-
vocacy of PIROMEN as "adjunct" ther-
apy based on treatment schedules of
many years ago gives rise to questions
of its current usefulness. No indication
is present that the use of PIROMEN has
significant-(or any) modern day sup-
port from the medical practice or scien-
tific communities;

(ii) Calculation of risk required a de-
nominator of total persons receiving the
product, available in the case of PIRO-
MEN, only by tabulating numbers in-
oculated from a variety of published
literature reports. This amounts to some-
what more than 2,000 recipients, of which
approximately one-half received the in-
oculation intravenously. Even in the
absence of any reported ill-effects, on a
statistical basis a mortality rate of
1:1.000 following intravenous inoculation
cannot be excluded. Of the deaths re-
ported, one could be plausibly consid-
ered to have a possible causal relation-
ship to the administration of PIROMEN.
While no such causal relationship can
be proven, it furtherindicates that the
possibility of mortality rates of 1:1,000
cannot be Ignored.

(3) Risk outweighs benefits in all other
conditions of possible therapeutic use
since no evidence of benefit is present.

(4) Risk-to-benefit ratio in the in-
stances of the use of PIROMEN as a
diagnostic test for pituitary or bone mar-
row reserve is difficult to assess, since It
is not a commonly used procedure and
outcome is so heavily weighed by the
underlying disease condition. There are,

however, certain situations where the in-
formation obtained may be pertinent to
the management of the condition.

4. ,Conclusions-a. Critique. Federal
regulations have clearly specified the
responsibility of the manufacturer in the
presentation of information to the Food
and Drug Administration: to provide all
informatioia, favorable and unfaiorable,
pertinent to an evaluation of the safety,
effectiveness and labeling of his product.
In this light it is interesting to examine
the Panel tabulation appearing as a sup-
plement to the report (Ref. 50), which
summarizes the literature review in re-
spect to whether the articles have been
specifically included in the manufac-
turer's presentation or not. With respect
to the second category (those articles
included as references in the package
insert), it should be explained that the
lack of effectiveness or possible adverse
,reactions were not themselves mentioned
in the insert, rather, the article title was
given. Thus a physician would have to
actually review each one to learn of the
adverse effects or lack of effectiveness
noted in these reports. One exception is
the mention in the package insert of
asthma induction in a person without
a previous history of asthma attacks.
In this instance the specific reference is
not presented.

The third category (those literature
references not presented as direct en-
closures or referred to in the package
insert), was found after a completely
routine library search. No specific mod-
em computer aids were used in the'search. References to these articles could
also be found in the bibliographies at-
tached to submitted review articles. Thus
in a purely technical sense all informa-
tion could have been obtained from the
manufacturer's presentation.

A clear progression is noted, with the
literature presented by the manufacturer
showing favorable results while those not
referenced showing less impressive effec-
tiveness data and suggestions of danger.
It is noteworthy that one of the double-
blind controlled studies (Ref. 31) which
indicated lack of effectiveness of PIRO-
MEN and is not referred to, has a foot-
note stating that the work was financially
supported by the manufapturer. Presum-
ably, Travenol Laboratories might have
had reason to become aware of the data.

The manufacturer's presentation-does
not include any information on sales vol-
ume or any other measure to. indicate
how extensive the use of PIROMEN is.
This lack of information has important
bearings on both safety and effectiveness
considerations since:

(1) It is impossible to evaluate even
crudely the absence of reported adverse
effects in recent years, i.e., 1960 to pres-
ent. Conceivably this could mean that
very little PIROMEN has been used.

(2) 'The diseases for which PIROMEN
is advocated have not significantly de-
creased over time; if the drug is in fact
useful, one would expect some evidence
for continued widespread prescribing by
practicing physicians.

Since no pertinent survey data were
submitted, no conclusive answers are

available. A useful indirect measure,
however, Is the extent to which PIRO-
MEN is advocated In standard medical
textbooks. The following is a survey of
randomly selected material from a uni-
versity medical library:

(I) PIROMEN Is not mentioned or ref-
erenced as a possible therapeutic agent
In:

"Andrew's Diseases of the Skin," 1971;
Goodman and Gilman, "The Pharmaco-
logical Basis of Therapeutics," 1970;
"Merck Manual," 12th Ed., 1971% Fitz-
patrick et al., "Dermatology In General
Medicine," Current Therapy, 1973; Crlep,
L., editor, "Dermatologle Allergy: Im-
munology, Diagnosis, Management,"
1967; Sherman, W., editor, "Hypersensi-
tivity: Mechanisms and Management,"
1968; Swineford, 0., editor, "Asthma and
Hay Fever," 1971.

.(ii) PIROMEN is mentioned directly
or indirectly in three publications:

"Medical Letter," Vol. 11, 1969. Al-
though PIROMEN, typhoid vaccine, and
other fever-inducing agents stimulate
ACTH secretion, they are less effective
than ACTH or corticosterolds In the
treatment of allergic disorders. Most
"Medical Letter" consultants believe that
PIROMEN has no place In contemporary
therapeutics.

Kendig, E. L., editor, "Disorders of the
Respiratory Tract in Children," 1969.
Sometimes respiratory bacterial vaccinen
and extracts are also used for nonspeolfio
protein effect, as were typhoid and per-
tussis vaccines, sterile milk, snake venom
and autohemotherapy injections some
years ago. The efficacy of these agents
has never been conclusively proved by
controlled studies. The same is true for
injections of precipitated sulfur extracts
of Rhus quercifola (Anergex), bacterial
pyrogens (PIROMEN) and ethylene dl-
sulfonate.

Sheldon, Lovell and Mathews, "A Man-
ual of Clinical Allergy," 1907. Typhoid
vaccine and other foreign proteins prob-
ably stimulated the pituitary adrenal
axis and have been largely supplanted by
treatment with the corticosterolds them-
selves.

b. Recommendations. It Is recom-
mended that this product be placed In
Category MIrB and that the appropriate
license(s) be revoked for the following
reasons:

(1) There is no substantial evidence of
safety or effectiveness.

(2) There is no evidence presumptive
of safety.

(3) If PIROMEN is to be used to eval-
uate the adrenal-pituitary axis or bone
marrow reserve, these new functions re-
quire evaluation as a new biological,
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CONCLUSIONS AND RECo M7DATIONS SuB-
1= BY THE PANZL TO THE COXMS-

SIONER

On the basis of data In the manufac-
turers' submissions and extensive survey
of the medical literature, the Panel con-
cludes that safety, according to current
criteria, has not been demonstrated for
any product reviewed. However, the
Panel finds that for the six products
classified by the Panel as Category lILA
products, there Is reasonable inference
of safety to permit continued licensure
while further studies concerning safety
and effectiveness are conducted and
evaluated. The following conclusions and
recommendations are applicable to the
six products:

1. Inadequate data to fetermine safety
and efficacy. a. Certain bacteria and their
derivatives which normally inhabit the
respiratory tract were thought to cause
secondary bacterial infections during
acute respiratory disease and primary
respiratory disease or "bacterial allergy."
Other bacteria, cultured from specific
lesions, such as abscesses, were thought
to cause this problem. These factors
often were the only reason for selecting
the bacteria and their derivatives to pro-
duce "bacterial vaccines and bacterial
antigens with no U.S. standard of po-
tency."

b. Safety and effectiveness of the prod-
ucts rest largely upon information, in the
form of anecdotes and results of infor-
mal studies, which were collected during
the long years of use of the products.

c. For some products, Identification
and quantitation of the components in
the final product are lacking.

d. Evidence of lot-to-lot comparability
(either by composition or function) for
each producb s incomplete or absent.

e. The Indications for uses of the prod-
ucts are not clearly defined. Routes of

administration and' dosages (especially
for children) are not based upon recog-

nizable criteria. Generally, dosage is de-

termined by trial and error. In addition,
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toxic reactions are often attributed to
overdosage.

Accordingly, the Panel recommends
that additional data be obtained from
controlled studies conducted, as recom-
mefided by the Panel, in parallel with
continued use of the product. -

They recommended the following test-
ing schedule:

(1) The manufacturer should be
granted 6 months in which to file with
FDA, a notice of intent to undertake
studies designed to identify the compo-
nents In the final product(s). Such stud-
ies should be completed in a period not to
exceed 1 year from the date of filing with
FDA the notice of intent to undertake
the required studies.

(2) An additional like time period (1
year) shall be allowed for the quantifica-
tion of the components in the final
product(s).

(3) If the manufacturer falls to comply
with this schedule, the product(s) shall
be removed from the market.

(4) Within 1 year after the compo-
nents in the final product(s) have been
identified and quantified, the manufac-
turer shall design and submit to FDA,
for acceptance, a protocol for a. clinical
study.

(5) The proposed conduct of the
clinical study shall be in conformity With
existing regulations and the recom-
mendations of the Panel.

(6) A final report of the clinical study
shall be completed within 3 years of the.
date of acceptance of the protocol by
FDA.

(7) Extension or abrogation of all. of
the cited time limits niay be granted or
withdrawn at the discretion of FDA.

2. Streptococci. The Panel concluded
that Group A beta hemolytic strepto-
cocci, alone or in combination, in bac-
terial vaccines and bacterial antigens are
unacceptably hazardous.

Accordingly, they recommend that
Group A streptococci and its derivatives\
be removed from licensed products.

3. Bacteriophage. The Panel is con-
cerned about the possible adverse effects
of long-term parenterally administered
bacteriophage, live or killed.

Accordingly, they recommend that
phages be Identified and removed in the
initial steps of the manufacturing process
of licensed products, Insofar as it is
technically feasible.

4. Labeling. Labeling of products was
fbund to be uniformly deficient and un-
acceptable.

Accordingly, the Panel recommends
that labeling be modified to conform to
current FDA requirements and include
a patient information insert.
THE ComnussIoNER'S RESPONSE -TO THE

PANEL'S RECO1MIENDATIONS
The Commissioner is responding to

the Panel's recommendations as fol-
lows:

1. The Panel recognized that a num-
ber of their recommendations for fur-
ther studies may be beyond the capa-
bility of some of the manufacturers in-
volved. Consequently they recom-

mended that the Federal Government
undertake and sponsor some of the re-
quired studies.

The Commissioner acknowledges the
potential benefit t the public health
from additional studies regarding bac-
terial vaccines, and antigens. As noted
by the Panel, the Commissioner antici-
pated that it may be desirable for the
Federal Government to sponsor such
studies as so provided in § 601.25(h) (1).

The Commissioner hereby solicits
comments on the expenditure of Fed-
eral funds for the study of these prod-
ucts. These studies would be designed
to determine if any products reviewed
by the Panel are effective for unidenti-
fied segments of the population, a hy-
pothesis suggested by some of the anec-
dotal information available to the
Panel. When the final order Is pub-
lished, the Commissioner will notify ap-
propriate agencies so that such studies
may be considered and priorities
assigned.

2. The Commissioner notes the Panel's
views of the eventual need to replace
thimerosal as a preservative in biological'
products. This problem is of major con-
cern primarily with skin test products
which are inoculated intradermally and
where thirterosal-induced positive skin
reactions may interfere with an accurate
diagnostic reading. However, there is no
evidence that thimerosal affects either
the safety or the effectiveness of bacterial
or viral vaccines. These products are gen-
erally inoculated subcutaneously and re-
actions have presented little if any prob-
lem. The Commissioner recognizes that
'there are only a, few preservatives that
have been found to be safe and effective
for use in injectable biological products.
Other substances, frequently employed
as preservatives' in nonbiological prod-
ucts, are unacceptable because of inter-
actions with the proteinaceous compo-
nents of biologicals and because they
may also be sensitizing. Due to these
problems, extensive research is required
to demonstrate the propriety of the new
preservative in each biological product.
Therefore, when other, preservatives are
shown to be safe and effective in ongoing
studies of biological products, regulations
proposing their use in place of thimerosal
will be considered. ,

3. The Panel recommended that a
study designed to establish guidelines for
chronic toxicity testing in animals be
undertaken.

The Commissioner recognizes this
problem. In the FEDEAL REGISTER of July
15, 1977 (42 FR 36490) and November 19,
1976, (41 PR 51206), the Commissioner
proposed new rules governing periodic
reporting of data on animal toxicity test-
ing on IND drugs and good laboratory
practices, respectively. Issues relating to
long-term testing in animals will be the
subject of further study both within the
agency and in various outside scientific
forums as-the opportunity becomes avail-
able.

4. The Panel recommended that Group
A streptococcus and its derivatives be re-

moved from all bacterial vaccines and
antigens.

The Commissioner agrees with the
Panel's conclusion that Group A strepto-
coccal antigens in bacterial vaccines and
antigens may induce dangerous tissue re-
actions in humans. Accordingly, the
Commissioner proposes to amend the bi-
ologics regulations by adding a new
§ 610.19 Status ol specific products;
Group A streptococcus to prohibit Group
A streptococcus organisms or their de-
rivatives from these biological products.

5. The Panel opposed the future use
of any bacterial vaccine and bacterial
antigen having "No U.S. Standard of Po-
tency." They recommended that stand-
ards of potency be developed, within a
reasonable period, for all bacterial prod-
ucts ,permitted to remain in interstate
commerce.

The Commissioner agrees with the
Panel's conclusion. All such products
have now been reviewed by the Panel.
Once the Panel report is implemented,
there will be no licensed bacterial vac-
cie or bacterial antigen for which po-
tency standards have not been estab-
lished.

6. The Panel recommended that, Inso-
far as it is technically possible, bacterio-
phages be identified and removed in the
initial manufacturing process of bacter-
ial vaccines and bacterial antigens.

The Commissioner notes the Panel'S
concerns regarding the possible adverse
effects to patients receiving bacterial
vaccines and bacterial antigens contain-
ing bacteriophages. He also notes and
concurs that this risk, If any, is theoreti-
cal and therefore difficult to define.
There is no evidence that adverse reac-
tions related to the presence of bacterio-
phages have occurred in any of hundreds
of inillions of persons who have received
biologic products containing bacterio-
phages, In addition, man has an enor-
mous enivironmental contact with bac-
teriophages. The human intestinal tract
harbors bacteriophages pnd under cer-
tain conditions, bacteriophages may be
present in human blood and tissues. In
earlier decades of this century massive
doses of bacteriophages have been pur-
posely administered to humans in an at-
tempt to treat bacterial diseases, and
more recently bacteriophages have been
given experimentally in the diagnosis of
immunologic disorders. -In no instance
has there been evidence that administra-
tion of bacteriophages to man or animals
has been harmful. It Is also recognized
that the detection and removal of bac-
teriophages from these products is sub-
ject to great technical difficulty and may,
for some organisms, be impossible. Not-
withstanding these considerations, the
Commissioner will encourage research
efforts to detect, Identify, and, wherever
feasible, to remove bacteriophages from
the products. Bacteriophages that are
not removed must be demonstrated to be
safe and, if intentionally included, effec-
tive.

7. The Panel recommended that bac-
terial vaccines and bacterial antigens
with "No U.S. Standard of Potency,"
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which consist of individually licensed or-
ganisms, or their derivatives or mixtures
of organisms or their derivatives, be
grouped into regulatory categories, as
follows: -

a. Category I-Biological products de-
termined.to be safe and effective and not
misbranded and should continue in in-
terstate commerce. None of the products
reviewed were placed into this category.
The Commissioner agrees with the
Panel's findings and recommendations
and hereby proposes to adopt its conclu-
sion. Comments and/or additional data

-on this classification are invited.
b. Category 11-Biological products de-

termined to be unsafe or ineffective or to
be misbranded and should not continue
in interstate commerce. Bacterial Vac-
cine Diagnostics manufactured by Hol-
lister-Stier, Division of Cutter Labora-
tories, license No. 8; Bacterial Vaccine
T-50 Made From Streptococcus Pyogenes
Type L-8 or by prescription, manufac-
tured by Hrollister-Stier, Division of Cut-
ter Laboratories, license No. 8; and Bac-
terial Antigen Made From Hemolytic
and Nonhemolytic Streptococci (Strep-
tococcus Immunogen, arthritis (Bio.
327)) manufactured by Parke, Davis and
Company, license No. 1. As previously
stated, Group A Streptococcus organisms
and their derivatives, when included In
any other mixed vaccine product, have
been found to be unsafe.

The Commissioner agrees wit the
Panel's findings and recommendations
concerning these drugs and, in accord-
ance with §§ 601.5 and 601.25(f) (2), in-
tends to publish a notice of opportunity
for hearing to revoke the licenses for
these products by or before (insert date
30 days alter date o! publication). In-
terested persons may comment and/or
submit additional data in response to the
notice.

c. Category IIIA-Biological products
for which available data are insufficient
to classify their safety and effectiveness
but which may remain in interstate com-
merce pending completion of testing.
Respiratory UBA (UBA-32) manufac-
tured by Eli Lilly and Co., license No. 56;
Respiratory B.A.C. manufactured by
Hoffmann Laboratories, Inc., license.No.
283; Staphylococcal B.A.C. manufac-
tured by Hoffman Laboratories, Inc.,
license No. 283: Bacterial Vaccines
Mixed Respiratory (MRV or MRVI)
manufactured by Hollister-Stier, Divi-
sion of Cutter Laboratories, license No.
8; Bacterial Vaccines for Treatment,
Special Mixtures containing only the
following organisms-Staphylococcus
(aureus and albus), Streptococcus (virl-
dans and nonhemolytic) Diplococcus
pneumoniae, Neisseria catarrhalis, Kleb-
siella pneumoniae, Haemophilus influen-
zae manufactured by Hollister-Stier,
Division of Cutter Laboratories, license
No. 8; Staphylococcus Toxoid Sclavo
manufactured by Istituto Sieroterapico
Vaccinogeno Toscano "Sclavo," license
No. 238; Staphylococcus Toxoid; For-
malinized: Dilution No. 1, Dilution No. 2;
and Digest-Modified manufactured by
Lederle Laboratories Division, license No.
17.

The Commissioner agrees with the
Panel's findings and recommendations
concerning these drugs and, in accord-
ance with § 601.25(f) (3), hereby pro-
poses that products listed in Category
MA remain on the market and their

licenses remain in effect on an interim
basis: Provided, That (1) Group Astrep-
tococcal organisms and their derivatives,
where present, are removed (and license
applications amended accordingly) and
(2) satisfactory potency standards are
developed and acceptable data based on
scientifically sound studies (as recom-
mended in the Panel Report) be submit-
ted to demonstrate eficacy In humans.
Such studies shall be in accordance with
the Panel's recommendations, as
amended below, and" § 601.25(h). Fail-
ure to submit adequate data, in the form
of a license amendment, within the spec-
ified time will result in the publication
of a notice of an opportunity to revoke
the product license.

The Commissioner agrees with the
Panel's recommendations for the time for
completion of the studies, except that
portion of the recommendation grant-
ing 6 months following publication of
the final order for filing a notice of in-
tent to undertake studies adequate and
appropriate to resolve the questions
raised about the product. The Commis-
sioner concludes that with the carefully
developed schedule for studies developed
by the Panel, 6 months is unnecessary for
the sole purpose of indicating intent re-
garding the undertaking of necessary
studies. Section 601.25(h) (1) prescribes
30 days for this step and the Commis-
sioner sees no reason to change this pre-
scribed time.

The Panel also recommended that pro-
tocols should include both short- and
long-term surveillance of recipients of
these products. On July 26, 1977, Com-
missioner Kennedy appeared before the
Subcommittee on Health and Scientific
Research of the Senate Committee on
Human Resources to testify in support of
Senate Bill 1831, which would give FDA
increased authority over the development
of drugs, including postmarket testing
.and surveillance. The Commissioner con-
curs with the Panel's recommendation,
but is not now proposing an overall plan
for followup surveillance of the reviewed
products. This matter may be reconsid-
ered as particular protocols dre submit-
ted and evaluated.

Since the Panel's conclusions concern-
ing the effectiveness of Category IlA
drugs are a material fact within the
meaning of 21 U.S.C. 321(n) and 21 CFR
1.21 and the failure to disclose the con-
clusions causes these drugs to be mis-
branded, the Commissioner also proposes
that (1) the circular and the promotional
material for these drugs must have a
prominent boxed statement referencing
the need for further data to fully estab-
lish effectiveness; (2) a written informed
consent be obtained from participants in
the requisite additional studies, an ex-
planation of the product and the purpose
of the study is given and a clear oppor-
tunity to refuse to participate in the
study is presented; and (3) a patient

information insert be included with all
Category IIIA products continued in in-
terstate commerce.

In the FEDERAL REzsTErz of September
30, 1977, the Commissioner proposed
revision of 21 CF 601.25(h) to require
Items (1) and (2) above for all Category
IlA biologicals. The Commissioner pro-
poses in this document to further amend
21 CFR 601.25(h) to require a patient
insert for all Category lIlA bacterial vac-
cines and bacterial antigens that have
been designated as having "No. U.S.
Standard of Potency." The basis for
requiring patient labeling in certain cir-
cumstances is set forth In the FEDERAL
REGiSTER of April 7, 1975 (40 FR 15392)
concerning prescription drugs. (See also
21 CFR 310.501.1

d. Category IIIB-Biological products
for which available data are insufficient
to classify their safety and effectiveness
and should not continue in interstate
commerce. Mixed Respiratory Bacteria,
manufactured by Center Laboratories,
Inc., license No. 193; Staphage Lvsate
(SPL), Type I and Types I and HI for
Staphylococcal Disease, manufactured
bv Delmont Laboratories, Inc., license No.
299; Bacterial Vaccine Made From Pneu-
mococci, Streptococci, H. inluenzae, and
N. Catarrhals (ENTORAL), manufac-
tured by El Lilly and Co., license No. 56;
Mixed Vaccine No. 4 with H. influenzae
(V-306), manufactured by Eli Lilly and
Co.; license No. 56; Combined Vaccine
No. 4 with Catarrhalls (V-151), manu-
factured by Eli Lilly and Co.; license No.
56; Staphylococcus Vaccine (V-563),
manufactured by Eli Lilly and Co.. license
No. 56; V-677 Streptococcus Vaccines
(Intravenous) manufactured by Eli Lilly
and Co., license No. 56; Staphylocccus-
Streptococcus UBA (UBA-48) (Undena-
tured Bacterial Antigen), manufactured
by Eli Lilly and Co., license No. 56; Bac-
terial Vaccine Made From Typhoid H
Antigen (V-763 Typhoid H Antigen),
manufactured by Eli Lilly and Co., license
No. 56; Respiratory Bacterial Antigen
Complexes (B.A.C.) (Pooled Stock B._.C.
#1, manufactured by Hoffmann Labora-
tories, Inc., license No. 283; Pooled Stock
B.A.C. #2, manufactured by Hoffmann
Laboratories, Inc., license No. 283; Gram
Negative B.A.C., manufactured by Hoff-
mann Laboratories, Inc, license No. 283) ;
Pooled Skin B.A.C., manufactured by
Hoffmann Labortaories, Inc., license No.
283; Bacterial Vaccines for Treatment,
Special Mixtures containing one or more
of the following organisms, A. aerogenes,
C. pseudodiphtheriticum, C. corynebacte-
rium (Propionfbacterium) acnes, C. xero-
sis, E. colf, G. tetragena, H. pertussis
(not reviewed by the panel), P. vulgaris,
P. aeruginosa, S. enteritidis, S. paradys-
enteriae (Type Y), S. paratyphi, S.
fchottmuelleri, S. typhosa, S. dysenteriae
(not reviewed by the panel) S. ftexneri,
S. facalls, Staphylococcus abus, and
Staphylococcus aureus, manufactured by
Hollister-Stier, Division of Cutter Labo-
ratorile, license No. 8; Immunovac Res-
piratory Vaccine (Bio. 616), manufac-
tured by Parke, Davis and Co., license
No. 1; N. Catarrhalis Immunogen (Com-
bined) (Blo. 340), manufactured by Park,
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Davis and Co., license No. 1; N. catarrh-
alis Vaccine (Combined) (Bio. 615),
manufactured by Parke, Davis and Co.,
license No. 1; Mixed Infection Phyla-
cogen (Bio. 596), manufactured by
Parke, Davis and Co., license No. 1;
Immunovac Oral Vaccine Tablets (Bio.
2155). manufactured by Parke, Davis
and Co., license No. 1; PIROMEN (Pseu-
domonas polysaccharide), manufactured
by Travenol Laboratories, Inc., license
No. 140.

The Commissioner agrees with the
Panel's findings and recommendations
concerning these drugs and, in accord-
ance with §§601.5 and 601.25tf)(3),.
intends to publish a notice of an oppor-
tunity for hearing to revoke the licenses
for these products by or before (insert 30
days alter date of publication). Inter-
ested persons may comment and/or sub-
mit additional data in response to the
notice. These revocation proceedings will
be unnecessary for Bacterial Vaccine
Made from Pneumococcl, Streptococci,
H. injluenzae, and N. catarrlhalis (EN-
TORAL) (V-404, V-408) ; Mixed Vaccine
No. 4 with H. influenzae (V-306); Com-
bined Vaccine No. 4 with Catarrhalis (V-
151); Staphylococcus Vaccine (V-563);
Staphylococcus-Streptococcus UBA
(UBA-48) (Undenatured Bacterial Anti-
gen); Bacterial Vaccine Made from
Typhoid H Antigen (V-763 Typhoid H
Antigen) because, at the request of Eli
Lilly and Co., the licenses were revoked
on April 11, 1977.

8. The Commissioner intends to
change the form of licenses for bacterial
vaccines involved in this review to cover
final products rather than organisms. In
the past, licenses for these products were
issued for specific organisms which were
used for the manufacture of one or more
final products. For many years, however,
licenses for all other biological products
have been issued for final products based
on a determination that the product, as
well as its component parts, have the req-
uisite quality. To make licensure of bac-
terial products uniform with licenses for
all other biological products, manufac-

turers of products in Category IIIA are
advised to request that the Director,
Bureau of Biologics, issue licenses for
their final products, in place of licenses
now held for the organisms.

The Commissioner has carefully con-
sidered the environmental effects of the
proposed regulation and, because the
proposed action will not significantly af-
fect the quality of the human environ-
ment, has concluded that an environ-
mental impact statement is not required.
A copy of the environmental impact as-
sessment is on file with the Hearing
Clerk, Food and Drug Administration.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 201, 502,
505, 701, 52 Stat. 1040-1042 as amended,
1050-1053 as amended, 1055-1056 as
amended by 70 Stat. 919 and 72 Stat. 948
(21 U.S.C. 321, 352, 355, 371)), the Public
Health Service Act (sec. 351. 58 Stat. 702
as amended (42 U.S.C. 262)), and the
Administrative Procedure Act (secs. 4, 10,
60 Stat. 238 and 243 as amended (5 U.S.C.
553, 702, 703, 704) ), and under authority
delegated to him (21 CPR 5.1), the Com-
missioner is proposing that Parts 601,
and 610 in Subchapter F of Chapter I of
Title 21 of the Code of Federal Regula-
tions bb amended as follows:

1. In Part 601, § 601.25 is amefided by
adding new paragraph (h) (6) to -read as
follows:
§ 601.25 Review procedures to deter-

mine that licensed biological prod-
ucts are safe, effective, and not
misbranded under prescribed, rec-
ommended, or suggested conditions
of use.

* * * *

(h) * * *

(6) Bacterial Vadcines and Bacterial
Antigens in Category IIIA which have
been designated as having "No U.S.
Standard of Potency" shall contain a
printed patient insert, In lay language,
prominently incorporating the iforma-
tion on safety and effectiveness substan-
tially as provided to the prescribing
physician in the labeling approved in the

license application, including the status
of these drugs consistent with the
boxed statement required by paragraph
(h) (4) of this section.

2. In part 610, § 610.19 Is added to
Subpart B, to read as follows:
§610.19 Status of specific products;

Group A streptococcus.
The presence of Group A streptococ-

cal organisms and their 'derivatives in
bacterial vaccines and bacterial antigens
may induce dangerous tissue reactions
in humans. Available data demonstrate
that they are unsafe as ingredients In
these products. Group A streptococcal
organisms and their derivatives are pro-
hibited from bacterial vaccines and bac-
terial antigens. Any bacterial vaccine or
bacterial antigen containing Group A
streptococcal organisms or their deriva-
tives in Interstate commerce Is In viola-
tion of section 351 of the Public Health
Service Act (42 U.S.C. 262).

Interested persons may, on or before
January 9, 1978, submit to the Hearing
Clerk (HFC-20), Food and Drug Ad-
ministration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal.
Four copies of all comments shall
be submitted, except that individuals
may submit single copies of comments,
and shall be identified with the Hearing
Clerk docket number found in brackets
in 'the heading of this document. Re-
ceived comments may be seen In the
above office between the hours of 9 a.m.
and 4 p.m., Monday through Friday,

Nor.-The Food and Drug Administration
has determined that this document does not
contain a major proposal requiring prepara-
tion of an inflation Impact statement under
Executive Order 11821 and OMfl Circular
A-107. A copy of the inflation Impact assess-
ment is on file with the Hearing -Clerk, Food
and Drug Administration.

Dated: September 22, 1977.
DOINALD KENNEDY,

Commissioner of Food and Drugs.
[FR Doc.77-32238 Filed 11-7-77;8:45 arm]
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[4710-01]
DEPARTMENT OF STATE

[Public notice'574]

-FISHERY CONSERVATION AND
MANAGEMENT ACT OF 1976

Applications for Permits To Fish Off the
Coasts of the United States

The Fishery Conservation and Man-
agement Act of 1976 (Pub. I. 94-265)
(the "Act") provides that no fishing shall
be conducted by *foreign fishing vessels
in the Fishery Conservation Zone of the
United States after February 28, 1977,
except in accordance with a valid and
applicable permit issued pursuant to
Section 204 of the Act.

The Act also requires that all applica-
tions for such permits be published in
the FEDERAL REGISTER.

Applications for fishing during 1978
have been received from the Government
of the Union of Soviet Socialist Repub-
lics, and are published herewith.

Dated: October 28, 1977.
LARRY L. SNEAD,

Acting Director,
Office of Fisheries Affairs.
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_______VESSEL_____________________ )4/! 1A . 7r- on i(0
1. tosue of Vessel IVAH PAHOV - 2. fier (Call Sign) . U51

3. Tlye of Vessel Stert) traaler 4. Length 85

S. rross Tonnage 3170 6.at'Tolnae e 1225 1. SO.d (kaun) 0

6. Owner's -Na a4 Ae msS Korsakovsk:aja Baza okcanicheskogo

Rybolovatva, lorsakoV. USSR

9. Types of Prucessi-S EqUipuut Frozer, fish meal plant

10. Fisheries for SVhiu Persit is Segested:

11. Are FtsIfnq ,Activities eusmtd In Support of Vessel; of a Oifferent Flag:

"7ZaL7 VYe. (if yes. attac' suvylen..tal sleot shnning flag of ether nessals.
fisl*erP, spetes. quantitles. caper, locatiens and sueciic
atlvities requested.)

FISTIV" VESVIZI tITuIFVCATVC5 FCP (FVVc'Tn) .

- " Visual Identi-
1. IluAt of Vessal VOSKIOD 2. fier (call Sign) Um

3. yoe of VeSsel Stern Trawler 4. Lengh 

5. Gauss Tcnnage 3170 6. aot Tonnag e X22!Z 7. Speed (knouls) 22

6. to.er's V_-u and Mddress Petropavlovskaja Bazn Okeanicheolso

Rybolobstva, Potropavlovok-Kenchatskil .t1SR

9. Taes of Processing EqUFpnt Frcoz rPiOh Meal Plant, Canner'

10. Fisheries for wich feunit Is eg.estod:

Man,"'~ T arget Species I Sor To le Slung _____ ______ gao,

1SA Pollock Midwater'Trawl X X
Sottoo Trawl

Pacific Cod ~I
Yelowfin Sole I I
Other Flounder • I . X
Atka Mackerel X X
Herring I
Pacific Ocean )rch X I

Other Oroundfi h C I

GOA Pollock Hidwater Trawl x -
ottom Trawl

Padific Cod
Floundero • I
Pacific Ocean arch I I
Other Rockfiahs X IC
Other Groundfih I C
Atka Mackerel C I

VOC slake Hidwater Trawl I I
Sack Mackerel x I

11. r hig Actlities - ustd in tugnur of vesiels of a lifferent Flag:

No L V"Yes (If yes. tn h s nplenanlnl sheet shi c ing flag of other essls.
f ps;ry, speies, quantities, tos. icuatiun and sdcutesc
ptvintlvs requested.)

NOTICES

FlVVIVS SSS 1CMVIFiCATIC1 TFnI (9CV~Ill x.bd P o t
Visual identi-

1. Race of Vessel SHTURHAN ELJ5G1l 5 2. ft.r (;Ail Sign) .1RI

3. Type of Vessel Stern Trawlor 4. Length as

S. Gross Tonnage 3170 6. ,at Vourale 1225 7. SMeds (kr 12's

8. "Vor-s x~e and Address PetrooaVovlknia .Z R Ouonniheskeo

RYbolovstva. Petropavlovoit- lanhhsktin .i 01

9. Types of p.r assing Freezer, Fsh Meal Plant, Cannory

10. Fisheries for Wisch POtnit is Feq.nested:

Plans I l Spe Snnnci I Tc VO V, VSo I 'uih . s,,ngfi,., , ,,

BSA Pollock Hidwater Trawl x x
Bottom TrawlPaci fic Cod C I

Tollosfin Solo x x
Other Floundert X
Atka Mackerel x as
Herring Ix X
Pacific Ocean -erch X x
Other Orousdfi ih Ix x

GOA Pollock Midwater Trawl x X
. Botto. Trawl

Pacific Col x x
Flounders xIC x
Pacific Ocean earch x x
Other Rockfish a - X x
Other Groundfl h x x
Atka Mackerel C I X

HOC Hake Mildwater Trawl x x

Jack Mackerol x I x

11. Are Fl lng Actilies RPueisd is 65a;grt of Vessels of a Cifftent flaIg

Y. es (if you. attachi s51olle,.unuul sphoot 3Nuing flag of sohe vsIllf
fisnery. suedIes. Vantills. datel. IOetslnus And I.IdflC
activities rzegesuof.)

FISIVG YSI t Ve uVICAVS RN COV N. t' 9, 'on c-

1. ~e f esj 1 O - Visoallfdaili. UX
2. tier (Cal? Sign) U

2. Type of Vessel Stern Trawler 4. Length _ _

S..rssl TIV Tca A 3170 6. nl.ei tage -225 1. $ 12

8. Cwer's oa and A dress _ ornsakovskaa Basa Okoaniehoskogo RybluOVStVa,

Kornakov, Sakholin R9., USSR

9. Vysus of Proessing Vssitnu Freezer. fiuh Meal Plant

0. Fisheries for Vm.hi ?Perbut is Re=uoeds

PI T e"1
r" IT toi AI C1

BsA Pollock Hidwater Trawl x X
Bottom Trawl

Pacific Cod .I x
Tellowfin Sole x x
Other Floundert I X
Atka Mackerel I
Herring I X
Pacific Ocean orch 

•  
x

other Groundfl h X X

GOA Pollock Midwater Trawl I x
Bottom Trawl

Pacific Coal IC IC
Flounders • I
Pacific Ocean arch IC IC
Other Rockfish i5 C I
Other Groundfi ih X XIC I
Atka Mackerel I X

HOC Hake Hidwater Trawl I x
Sack Mackerel , I IC

11. Are Fing Activitles ud is Sup;crt of Vessels of A Oiffelt Fa9

,a no L7Yes. (If Yes. Attach sOIlirentsl shoot 0:11F.1 flag Of olnes osisalis
ispecies staion tuitiss dates, is4atlnns alA soecific

acglsI)s rmeusted.)
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Plans Tare. .neni G "r Toae Vi 5 Csahiro 5. n P S...r

BA Pollock Hidwater Trawl X I
"ottoo Trawl

Pacific Cod I I

yellowfin Sole x I
Other Flounder, I I

Atka Hackerel C Is
Herring X I I

a Pacific Ocean earch I
Other Groundfi h x I

GOA Pollock Midwater Trawl I I
! Blottom Trawl

Pacific Cod B Ta IC
Flounders I I
Pacific ocean lerch I

Other Rockfish n! x I

Other Groundfi h I
Atka Mackerel - x

11C Hlke Hldwqter Trawl I I

Jack Mackerel x I
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NOTICES

CISRLZ %sla~ 1-I t FIATct4 C5Cl .tl. -

1. tce Of Vessel YS L5Zc.5eC3. 2. flee (call site 3L5C

3. Tyee of VealStore trawler 'tert e__________

S i . Nj e.-l 0 . _to Wp 3 1 12.5

flybolovztra, Korna).ov, I==1

9. Types Of gqjats ,t fsyes reez-er, fizh =eal plnt, fllter

10. forie f cil Peesit is PFeyeste-.

pl=i~ T e-t S'ecior I c- . u z,. cst-h

BSA Pollock Midvater Trawl 2
Bottoc Trwvi

Pacific Co e - Trw

YeUowfin Sole
Other Flo unde r
Atka :ackore1 2 x

Pacific Ocean erch X
Other Groundfi ;h I 2

GOA Pollock Miduater Trawl x x
Bottom Trawl

Pacific Cod K
Plounders •
PacLfic ocean ,erc I I
Other Rockflsh -s 2

Other Groundfi ;h
Atka Miackerel z x

I= Hake idwater Treel x x
rack Mackerel x

i. AM FI.51e kqsi ctles pC11VS ZVC f. S'=" Of Vesels of I DIffCs n PICO

__2t LYes (if yes. z.11.=I,-tai S1tt n17 Ofi oftdt 5 Isel.l
fisr-y. Sse. essetitles. tat'1. Iacut ars 8:etffC
acal'iCles res-ZesteC.

pISHM~ a~ V-S'TCIST R-4' W~-FessA -7~ ?e Z'-020 7
vilzal dti

1. ar=m,-f Vessel MS-OsESMOVA L fleu (Cll Sn) 035x

3. Yye of Vessel Stoe trawler A. Ltes;th 84

S. Goss TG,2ee 2326 6.i %=c-eee 84 2, 7. s'eei [l-tel I2.6

8. 05ees. 5 53 .lae.s Petropavlovekaja nos Okceaniekeskeo

9. Tyeszf P ssic;le EceOfleet Pr-ear.Pi-h yeal Plsat.rilloe

Ia. Fl IVIT-es fer SlicS Fenair Is Ce'.ssedt:

11. Ame Fishing yesieities gezksted In S;r~st of CTOS af & Ciffteest FIC21

2 .17 YOes. (if me. a-1 =1 1= serlsealdet shell C2 ngf C-.Lt cegiit.
-flrcay. 3; -es etitles. Cates. teCstle 3 vi zelf ic

egalCites e~se.

I.o-i

-I

1. fats Of Vesel L et1A1Cl5151
J. rjc. f Vtea Stern Irroder 4.f35 _________85 __

'.2 asts 5ae -! 3 4. s T-'-41' 91.. . 12= )

L. 0atr ne eta V-2 es 1= sea rz esthazkJa rfl-r GceeaieczkZ
VI'.Wms~tva. !;ersxkv--. Ia=3 -

9. Cyeu, Of "'-vI~3 t F'rCer flat =&1 p21Snt

T3. IVrn4fe 41:N fllt iI yt f

0--% Pollock Illdvater ?taL x It
Cott=2 Trawl

Pacific Cod x att

Me~v If I;io a W x
Oter Ella -ler it2
Atka Makere x
I!errfr'i x
Pacific 5oma er -
OCher Gro-"dl " . x it2

G0A Polo k lidvatar Trawl X 2

rottsom Trawlt
Pacific~s " x

other Cos~ttoa 2

Ohr Crssdzi Ih *
Ac% x:a=krcl x x

it.. 2-4--m C5s.c9 CfWAr r=3~:?

I. zcat Cf Vessel L 71114?t ~p
2. CJO* Cf 9,55,1 Stern trawler 4. C,,,, 82

S. Cat=1 5;eea 213 6.sctzn._____ 7. L--C4=)ece 2~

sl,*zalvztvm, rakhodla,.~ -

0.= Oya f Frss~ -'sr:7eezer. fLiah meal plaat:

ID. Pis!Nufes 1fTzvC PCts2151 Is 51

Il. f lk'l'strje aCctC o~' faCieo 11Z . e alit tif). 1-21T & sIeti et n fa-S Of 451 MZ31
fitas.1011 (,Ca'tcl. ==:3. I=!tssO0r- tc

,1l its ir-su.f~l.I
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plaes TnetCS I leir To Ce U111 I rosa. Ca-

BSA PoUoc* Ridwater-Trawl x x
Bottom Trawl

Pacific Cad x x
Yellowfin Sole N 2
Other Flounder 2 2
Ata Mackerel a N
Herring 2
Pacific Ocean etch I 2 t
other Gro.ndfi h x 2 2

GOA Pollock Hidwatee Trawl 2 x
ctto Trawl

Flounders It
Pacific Ocean erch 2 2
Other Iloclsfisa ts 2
Other Gmundfi, •2
Atka Mackerel x X

50c Hake Midwater Trawl 2 x
Jack Mackerel - x

Stt it .. . . n r..e ~ *c-a, aan~~

of Pollock KIda-tariawl x
S~Cotto a Trawl

PI-fic Cod " 2
* Yelicvfln Colf x X

Otter PVl=Ier 4  
" 2

Atka Mackerel - It
" lrrlr.7 x 2

P ctic cea . erch x x

Otte o +:ql---U h: it a
* ~ ' Oth.rOfgoila -

CAA Pollock Mdvator Trawl x I
5Ctz Trawl

f=lc3r at x

Pazli c Oean orco x x
other xolda It-2
Other Eral -h c 2 3C

Atke acl - 2 X

MS: 0 fla. dwater Trawl it Xayack RAZckerel x 2
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F5TVIIP VESgoa ICV1T~TICAI'tTlaCFC gz .:o. _______________
eU- sal I-- UPG

R oVssl UR - 2. tier (Call sig)

3. Type of Vessel Stern Trawler 4. Leng.h 49

I. Gross Tonnage 686 N, Oet Tonnage 216 7. Oteed (l.so ) 13.0

8. OAtr's 'faz and Address Vladivotokkala Baze ralovogo I
Refrigeratornogo Flota, Vladivostok, USSR

P. Types of Processing g t O IcO Plant

10. fisheries for Whic Pemt Is Requestad:I !y
Plias I Tret O.ectes I C rer To P. Used C. S '-. T ltler .osn-r0

BSA I'ollock . lidwater Trawl x S
- Votton Trawal

Pacific Cod T x x
Ycllowfin Sole It x
Other Flounder x x
Atka Mackerel ox x
lerring SX x
Pacific Ocean -erch x Is
Other Groundfi Ih x x

GOA Pollock 4dwater Trawl x X.
Pacific Cod Botteo Trawlx

Flounders x 3e
Pacific Ocean erch Is X
Other Rockfioh a x x
Other GroUndfi h x S x
Atka Mackerol x x

HOC lako Iidwater Trawl x X
Jack Mackerel x x

11. Are fishing Altvitles Fieassted in Support of Vessels of a Cifferent Feg:

0 L' Ys (If yes.'At=% s ulen"tal slat 1h 'ing nag of" ogter sessals,Ifta~y. steles. cvtlJtils. dats. lczaticns er szecific
actliviitas regesld.)

P100117 YESST ItG'ITIflCATIC, Fd(CP-1 1 00s.n

1. Naze of Vessel SEBEZH - . Q la (Cal1 $sn)

3. Type of Vessel Stern Trawler 4: Length 40.0

I. Gress Tcrasge 686 6. Oat Tonr.ge 216 7. Ooed (knots) 13.0

6. 0ner's Ot-e ard Adress Vladlvostokbkaia Gaza Tralovogo i

Rofrigeratornsogo Flotae Vladivostok, USSR
9. Ty as of Prtcessifn Squif;ent Ice Plant

10. Fisheries for Which it is Requested:

pln T.rtt Soeilaa I Gas, T
n .Be sed I C.-cfnlasrn .C~ Cori

BSA Pollock Hidwater Trawl x Sc
Botto Trawl

Pacific Cod S S
Yellowfin Sole Sc S
Other Flounderi S S
Atka Mackerel 0 S
Herring Sc Sc
Pacific Ocean -arch I x S
Other Groundfi h x . Sc

GOA Pollock Hidwater Trawl x S
Bottom Trawl

Pacific Cod x x
Flounders x S S
Pacific Ocean erch o x S
Other Rockfioh X S
Other Groundfl Is 0 S Sc
Atka Mackerel Ic Sc

.40C Slake lldwater Trawl Sc S

Jack Mackerel S x

11. AVF FShing Acti tlies Ruested In Fucprt of Vessels of a Offet flg:
h,0 e its (If yes. attach splezan'tIl stest oshowng flag of otter vessels.

fisPary, s edas. t45aotsesv caon and sceatf Iact:IvI ties ratuaes:d. )

NOTICES

FgSAlN3 VVSV5. I fCIF C V4 RN~fr, lad. -D±~C.~
Visual .fdzl.

1. W-ae of Vessel ZAGORJA2IY 2. lier (Call la) StOCR

3. Type of Vassel Sltprn trnulor 4. Length 73
S. §ross TcnSeag 1976 6. 4%,'T1 e 7. SIOed ( s} 130

S. Caner's ,=e rA AddrUSa Koraovoknja Daza Okoansichoakoo

Rtybolovatva, Xoroakov, USSR.

9. Types of 7stnsslrg Freozer, fish coal plant, 0oaltroatnmnt

line, cannery

10. fiaseries for Whlichs PtAmt is Requestedd5

11. Am0 f5 h ctivelties ReSuesd in S,;ort of Yessels of a osfferet Flags

Vat (If yes. Attach sulolanontal 0ett S0Mng flog of ottr, vessets.
ftipcay, Speci. Quantliles, dates. tCatifis ard scolifig
aswlt% as raested.)

PA~7 TIsuaal-lUetl.
I. F a of Vessel PASSONARIJA 2. Fier (Call sign) 5.1L

3. Tce of Vessal Storn trawler 4. Length uS

S. <rass Tfanae 3170 S. Uj Tomrae 1225- 7. FSine (laotS) 12.0

S. O aer's ---e ai Addres rorsoovakaja Baza Okoanlchoskogo

Rybolovstva. Norsako.', USSR

9. Types of prconsng Z uIne=t Freezer, fioh noal plant

10. fisheries fa' ac Perlt Is F*.acstedl

BSA POllOck Hidwate "Trawl x x
BOttom Trawl

Pacific Cod 'c S
Yellowfin Sole x S S
Other Flourder x x
Atkea Mackerel 0x X
Herring 0 x
Pacific Ocean erch 0 x Is
Other Groundfi h . X X

GOA Pollock lidwater Trawl x Sc
Bottom Trawl

Pacific Cod x X X
Flounders x x
Pacific Ocean erch ' S x
Othor Rockfish x X
Other Groundf ;h 0 Sc
Atka Mackere 1 Sc s

W0C Hake 'idwater Trawl x x
Jack Mackerel x X

11. Ae fishing Activles Requested in $.;;art of Vessels of a ifferaent Flags

g '0 L7 Yes. (If yes. ateco st4=l30 nl Ssam ss0t e flagl Of et~ae vessals.
fisley, species. Quant tlie. dates ctcttos a-d ictsllfd
Activities ragsu~d.)
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2lans I TasteS VradaefV l

BSA Pollock " idwater Trawl X Sc
Bottom Trawl

Pacific Cod - IS
Yollowfin Sole 0 S
Other Floundert 0 S
Atka llackerol
Herring 0 S S
Pacific Ocean arch S
Other Groundfih h S

GOA Pollock ildwater Trawl S S
Botto Trawl

Pacific Cod x x
Flounders x S
Pacific Ocean arxch 0 It
other Rockfish 9 S S
Other Groundfi IS
Atka Hackerol - . Sc

HOC slake Midwater Trawl S It
Jack Mackerel 0 S

-1pent



NOTICES

1. of Vessel If+vZttCA -o.fie trel -"1
______________________ . flee (call sf ,) IThC

3. bye' of Vesel Storml trawler A. 82
S.1" Crs 1 13 0

a. c ,lees si='- L 'aos Uahodkincekaja Boza .ktivnfogo Xorztogo

Rybolovatva, Ilakio ka, USS.. -
9. Trs of P.- .s" !Z g l t rczer, xits mczl plant

Sh Pollock CIdwater Trawl x x
Cotton Trawl

Pa1ofl Cd 
x  

x
Tellowf i Sole - x
Other Flounder x
Atka Mackerel a as
H erring I X
Pac~fiq Ocean orch X .
Other Groundfi t * X I

G00 Pollock Midwater Trawl x X
Bottom Trawl

Pacific Cod x XFlounders x

Pacific Ocean etCh x x
Other Rockfiob x IX
Other Oroundfi ;h X
Itta Mackerel x a

kO• Hake Hidwater Trawl x x
Jack Mackerel x X

11. SlF1 slo Activities Zeoumsted faP~ue of Vessels of a Ctff
t
'ee. t-:

ZaI eto (If Yea. escOC swzalestalIO $I--"1 i-=0 of l'-e. ,ij

fis -fes .. caes Z0. ro..I

oastes Masazej

1. = ae of Ves el L:0 VI
A 

&IL EP A. 2. fie ( .all I ) U =

3. Tye of Vessel Stern tra etr 4. ttre a5

S. Gcss ToetoIe -26V0 6., Net: T e 1019 . 1-0(
8. - 0.-en Adgrn Ot 100 orsa=aa aza OkcCOOnicbsag

RyboloVatVa. YorolekoV, USSR.

9. 12;0 of Pettots'. Fupes reezer. firch ral, plat

10. fislterles fo-, 1hdck C etet Is rzz~osoa4:

PIeC I '- Sde '- I. P--.s ;, lrc*

BC Pollock- Iidwater Trawl x x
Cotton Trawl

Pacific Cod -
Y.llowfin Sole - C x
Other Flounder
Atka Mackorel - "
Herring X X
Pacific Ocean erch X X
Other Grousdfi • X x

GOA Pollock Hidater Trawl X x
Bottom Trawl

Pacific Cod I
Flouoders . I . Y
Pacific Ocean erch X x
Other 8otkf lh [ X a
Other Croonddi ih I
Atkea Mackerel C

IuC Hakee ifiwater Trawl x
Jack Mackser *o e

11. fee ;jsalo i 10les F o1 sztd It .:. of Vessels of a Clffer-t 1703:

- J~~n ~Tet.(if Me. 1tuck S~l, eslsest Se ttle flea of! .5w.'essali.
fis7a. swcfes. oetles. cases, %Uo1i A. s:es.Iflc

ies loy.totd.I

tO. Flie-fes u N',f' Pe,-ef Is 7.':eoe.:

CIElOV=atyo, CO;55'IJhO*VZ -

9. byes" cr ?rrz5% o 
0

Freezer, Uica rca Vlanta

UI. fla'onfn Ivole 1f'fris P~-ta.

It. Are F _q tr _nte_ It of 111114 's ea -v.
v UPC - rll.

17 3 a l'o fx'j e p7s'l-n7s,
T=-=A = lzrn Z

ts "'ZI-TIt3l.)
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.'++ Cot,-f fou-, -,kZ2'Z2u w-,-A ft Ii 2.U,- C.-O -[

3. Tyo, cf Venatl Stern, trzale 4. WIVO- CS

5. C-2 -'-.=;n. 2C10 4L . r rs 92E 7. :od -euuj ,22O

9. Tra cf 7rutn Et --y : Freerz,. CosN real la t r c,-ry

* AC:,1 tja

Ir ts frii: rv.o -o, em' .rn S*mt s-

CA Ollok l--,w.ter TZ"Ir x x
Coott:o Trawl

I'81fie Cod z z

Othr lW r - x x
Atka Packeral I x

P"' itic Ccogner'ch Z
Other %r~ii x x

A--% rollctc o liU ter Trawl Z
C~ -d rtt, Trawl

P.1tIc Sa -n lurcha - x - -

At, a orol ._ . - , .

We Iak I-tetr Trw as
,gr% Cotkerol atI I

ii.ke tts'*; AX6e1Cves ft-j~ Cs z- of fesnels of a C'afo't ITZi:

es(I' 3". cus'ou'eeu h~ e f l Of7 e f' OUTIt.O

2t- fvsl . tier (call 3ioi_________
3, riye cr Vassal -St-ol -r-2-1 4. Leel't as

S. Cnos "=. -M0 6 zs - 026 ( 12.5 -

a. r=o~' L=y- xt5 'tn~~ Ct .hcd. "'kaa razz &%t~vrnye0 Eoarzog*

5S325

DCI rltio-- IMitdoter Trw4l x x
F"t tic Trawl

Yollcvfln £o-I *
Other PF0-aAcrr Z
A1ta nattee x x

* LerrIr.;j Z 3
Pacitic "-C in cch as x
other Qrc lIs * h Z x

C .A FOUCIok Kid-Ater Trawl x x

P"- tfic Cuad *x x

P=tif c 101 OZC7II
Ott-er rIsakfial -
Otor Grczu1fIit - x I
At~a Razterel - x

US: tL.L% ailVatcr TraWl x x
Joct P.Aztftra asI

+
11N 117 1oil



NOTICES

111111 VESSE1. III'IFICATIC2I FON. (FIV~fn)

l.ooe of Vessel MATEHATIK - . Visal lde)t2. ffee (Call sign) EVRH

3. Type of Vessel Stert Trawler 4. Lgth 83

S. Gross Toona;e 2833 6. "feTonage 1059- 7. $reed (knatos) 12,0

S. Omr's N=e ar.d Addrass Petrop alovskaja Baza Okeanichoskogo

Rybolovatva, Petropa lovsk-Xtachaazk .j USSR

9. TYes of Prcnessirg Equiament Freezor. Fish Heal Plant,

10. Flsherfes for Wh1it% Penft Is Reqested:

lFl Ns Ta-nt Trnnie, I eir To 2e Used tc s ~I"e P'ns n og4t~r uotoen

GSA Pollock Hidwater-Trawl X 2

Pacific Cod atto Trawl,
oellowfin Sale x x
Other Flounder 2 x
Aka Mackerel X X
Herring 2
Pacific Ocean erch x
Other Oroundf l - x x

GOA Pollock Midwater Trawl x x

Pacific Cod Bottom Trawl
Flounders 2 x
Pacific Ocean arch 2 t
Other Rockfish a 2
Other Oroondfi h 2 X
Atka Mackerel x Is

ROc Hlake Hidwater Trawl 21 Is
Jack Mackerel x I2

,..~rs ~e~e tosessasongosoe soloobrt r vssel ata O~ferel lai

iii W1 Ann cttes Reqested tn SutPor of Vessels of a Different FU9;I rus j Yes (If yns. 011002-h SUpo-nleneal p10ee stdg flag of other vessels,fsneny, soacles, *. ,nttes. datas, loca no 00d eo.aleIC
act"nttaeo rgesld.)

tSUII IVEIS. S tYTIFICIta10 FP.. (TC;:Z O. L9 o. -" ? -" 0
Visual Idee t-

1. N=00 of Vessel TIPASPOL 2. fier (Call Sige) UzSU

3. Ty e of Vessel Stern-trawler 4. Length 83

S. Gross Tensle 2832 6. Ne0 Tortoge 1059 7. Steed (ktoos) 12.0

8. atner's .. e and oddrass Petropavlovskaja saa Okeanicheasogo

RybolovStva PetroaVl0oVl-Nachtnkli jUSSR

9. Types of Prceessfng Eq1jnt Freezer, Fish HeOal Plant

10. Fisheries for Whic.h Pereft is .quest :

Pl4n3 Target SOne I e-r To le U0.d-*~ h Ca ""S.- oOtS -4

BSA Pollock Midwater Trawl 2 IsDoton Trawl.
Pacific Cod - Tw 21

llo.nw Sole -1 21
Other Flounder I t x
Atka Mackerel I I2
Ilerringx It
Pacific Ocean etch x 2
Oth6r Oroundfl I2 as

GOA Pollock Midwater Trawl I 2
Botton Trawl

Pacific Cod x I s
Flounders Is x
Pacific Ocean erch Is x
Other Rockiob s X Is
Other Oroundf Ih x xAtka Mackerel 21 X

o Hake Hidwater Trawl
Jack Mackerel 2

S11. Are FIs1Act l es Requested In Su;;ort of Vessels of a Diffarent Flag:

No no Yes (If Yes- oat= suylt.ntVI seet shoeng flag of other vessels.fIsery, scoles. oatt.tlas. oatts, l.-oIoeg ed soecsiflc
activ ties retaest2d.)

fl Visual Selos

1. X= of Vessel MYS OTRAON" 2. tfer (Call Sign) rnT

3. Type of Vessal Stern Trawler 4. Liunt 04A

0. Gross Tonnag 2266eU o-9 14 7 . Saltd kn0 ) 1
S. gOer's V--# and Addrus Petronavlovsksln Daza Ok0&nijqjeo

Slybolovatva. PetroPavlook-Ke=chtcki l j.U5R

9. Types of Prcctssfal EgNi;nnt Freezer, Fish Heal Plant. Fillettr

10. Fisheries for Ildic.a Plft Is Req-ostnd:

Ba Pollock IlII water Traul It x
"athom Trawl

Pacific Cod 2X x
Yallowfin Sole -x X
other Flounder x x
Atka Mackerel 2 2
Herring 21 1
Pacific Ocean oich 21 2
other Groundfi h - It

0A Pollock Hidwater Trawl X x
"lOtto. Trawl

Pacific Cod It 2
Plounderso 2
Pacific Ocean erch - I t
Other Hochfiah a x X
Other Oroudfi h x K

I Atka Nack.rol x 2x

WOC Make idwater rawl x 2
J2ck Mackerel x Is

11. Are f Actlr i vi ies Reg.estad . Soo;cr of Vassals of a Dlfflrent F1491

" 1Ra Uya (If yes. AtacS l e.a nlao al she slhcwln fa Of olr vessels.
", s-l das. "oastllll. dabs, locations and azodilo
actiatas requested.)

FI111K1 VESSE 1. !'tlFtCliIC1 F(-4 (rNS!C01 - N.
Visl .Ideti

1. R= of Vessel MIS OBRUCHEVA - 2. ltar (Call Sign) VOW

3. Type of Vessel Stern Trawler 4. Lsen10 84

5. Gross Tthrage 2581 * 0. s oe000 808 7. $eed (too) 12

8. Owner's lane and Address Potropavlovskala Dazn Okoanichookoio

Ryblov twa. Potropvlovsk-nnChltn-IV .tUSY

9. Types of [,m.¢ess. g einoot Freezer, Fish qeal Plant, Pillotor

10. fisheries for W0s.i Pencit Is Oeq.ested:

Plans 1 Ta-et Soonies I Isr1T So sed 00 11o

ash Pollock Hidwater Trawl x x
Bottom Trawl

Pacific Cod I s 2
Yellowfin Solo I 21 X
Other Flounder 4 - I2
Atka Mackerel 2 x
Hrring I s1x x
Pacific Ocean arch Is X
Other Groundf :h x It

GOA Pollock Midwater Trawl It X
Bottom Trawl

Pacific Cod Is x
Flounders x I t
Pacific Ocean erch x x
Other Rockflsh - It x
Other Oroundfl 10 •x 2
Atka Mackerel x x

W0C Hake Midwater Trawl 21 X
Jack Mackerel x a2

11. Are flsh ii Activities Rested On Su-;;r of Vessels of a fIfeit l4a11

.ZT117 C Yes (If yes, al tch s.PlY'enbal s0oec S011"IY flT Of Oter 'assell,
flsery, specles, Tuaneltles, dates. lo ations and secifIc
actvties requested.}
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NOTICES

1. X=e of V=61e __________C.

3. Ty,-- of Vessel Stern trawler 4. LW:M 84

-,p 2S81-- Te;. -& 12.5

8. c e's %I= -.ad ress rorkoukaja D a Oko cheklog

2vbolovatva, Korcakov. USSIt

9. Tpes of ?esesfq ECAyeet Pretrer fLith 2sec plat

70. Ffsteries for Wc Permit IsL~sd

I

Ar fe F1aie So.tftas tatoested to ThesanI ef Yessals of a tffertat Mgt;

(f es. ata~lan S=Aslnel stoat s,-olei fnag of ce- .41141.
fis e.soeles. ceottles. cata. 'zt1C,5 tVA $&..I IC
attlaraested.)

teIM le IVV5MAC71C1*7;4 (Fyt17=~ r'./AP 0 2 '
__ - VitaS Fecti-

I.L X= of vessel 117EMT?M ' 2. ft"e (Call stp) Irr

3, Tyye of Vessel Store Trawler a. 10,10 8

5. leasj Thora;a 3170 6. tz 7ersv 1225 7. CoatS W-o.) 12.0

8. esos 518 ~ Potropavlovzkaja Sara 0keana~ICbeakky

lyooswPctropavlevzk-2aeohatckil * Ussnh

S1. Tees 'of ~ness11E -tfpt Freozerr FiSts Real Plant. Canr?

10. Fisyoloes fee 12,Idn Peeit Is POVCaIMe

1i
It. ALre F4l M Actftiesn Ele t I ~te of Vessels of 0 Cif'erra fel

r4 C e.ats otees 'e 'oe fa f00sIlt
jL-. ler. tea. !r'1e.tes 

lel' Cf C-eti
Jlstlel.1c, reC'eztot.7!

1. t-Aw of Inel PXfl? (W s2., UZ

3. 7130 of Intel S'tern trawler 0 ±C' 2

9.Co ersa 21C23 4, X3-l CO ,I L- 13

9. lases of rr-1- 71rfa2 -* losaa1 pl&Mt, Zillote:

to. 1 ls.Wts rar W!.s tvnit Is 24Mzofrti:

53327

BSA Pollock Midwater Trawl x 2
Bottom Trawl

Pacific Cod x It
Yallowfin Sale 2 2
Other Plounder i x 2
Atka Mackerel 2 2

Pacific Oc=n Irc 2 x2
Other Groundfi ;h x 2

G0A Pollock Xidvater Trawl x 2
Bottom Tral

Pacific Cod x
Flounders x 2
Pacific Ocean erch x 2
Other Rockfish a x 
Other Groundf;h x 2
Atha Mtackerol 2

C Rake KLdvator Trawl 2 2
Zack loackerel. -2 2

FEDERAL REGISTER, VOL 42, NO. 215--TUESDAY, NOVEMI 8, 1977

*11.5 x, r Iin Art'es f~aat F, a=- of YTas of a vo5'on-e ravr

(CIt, Fee. a=-- sz2'0sl thaT vt,,4et 0 111 of -~ ,,uC5-.S lIwn. jsatias. C~Ai'Its. fstos IT="a L-4 122-ift

a.. #q 7?- 0O[0~

1. w. cf Intel .. ' a7 2. ffsr (CallIyI ' XZ

2. "13 of Iel Stemt trawler 4. ta-ts' 0

9. r'-12 T=.-.0 202~ r. r=; MLr,_____ 7. tant (%=s:S 12.0

L Dees Une W4d A4"1 Rrtaaka7tajM raA CeaaichCskCqa

IlybloTo-.tva. Xors.taw. U=I-t

9. r7= of prtntelo; C:2?;wat Preezr. fI.N mals Ilet

b3. 1 Slari far nil rvcl- is Sole. stat

L'tlI T.etr '-of" I r-, -,, P. -,,4 1 P. "- 0-V

a-,% POllOck Itlelwter Trawl It 2
t!-2ttca Trawl

Pacific cod x x2
ToIcefM ir ole 2 2
Other vPv.:sedr x 2
Atka IaokcrcX x x

P"a ic coS etc-h2 2
other Gcteztfl hs * 2 x

OA Pollock )tlvater Trawl 2 2
Cott-" Trawl

Pactfi CIO d It 2
Pie ttdre z 2
P"- eic eoesc orcls - 2
other rCclfis I x z
Oth~er Gr==U1if hs x x
AtIka Mlscrl 2 2

U-.- Ilake Itid-4ater TraVl 2t 2Jack ruaciorol X 2

II 1 0oF1] kt:lvdtqt ic-s 1, 5.. el YWAsla of a 2Iterv: Mla:
(It i-s atltt tenrrta 4's c~IP feo ~ss

I -en, ort. C1a. cl=e. t.str L-=1 nfa
tes1n eaz-s-sla04

D3 PoUock KIdwater Trawl x x
Motamo Trawl

Palsific Ccd Z x
yolcwtin aZ, x 2
Other Plc=3r 2 x
Alka Mackerel x I

PAztflc Ccan aca c
Other Orcmdfl I - x x

I ?o"Ock fll1Jater Trawl x X
5Sttoo, Trawl.

P"- i c Ccd It 2
Flertiers 2 x
Peu tic C---4= ezh 2% x
Other r-UCkfta' , t 2
Other Grtodf its 2 2
IAtka Ilatherol x 2 x

4cC slake /dvater Trawl x x
JaekwMet k Nz.* 2x 2

PI-7 1 baret Seed t . -""A~Iz I ca", ,,~s

BSAi Pollockt KidWater Track X X
Bottom Trawl

Pacific Cod
Yellowfin Sole 2 2
Othor Flonder 2 2
Atka MackerOl - . 2
Herring x 2
Pacific Ocean orch 2 2
Other Grouadfi h x x

GOA,. -Pollock idwater Trawl x x
t totq Trawl

I Pacific Cod - 2 2
Floundera 2
Paific Ocean oroc n X X
Other Rockfinh a- 2 I
Other GreandftLis..b6 .
Atka 4 ickee . - 2 2

W ac Hake K ater Trawl 2 X
JTak Plackerel r .-
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F111111 VISITI. IIVUIFICSTTICM11 ' (TPUl 1CIl no. 7 f- t 7 t
I. 0120 of Vessel 15 SIEZD PROPSOYItrOV 2. tier CAIl Sign) UGOR "

3. Tye of Vessel Stern Trawler - 4. LOOVTh 84

S. Grss TooAge 2581 6. et Tonnage 888 7. Speed (knos) 12.S

8. t's lavsd Address PetropavlovSkala Ba.zo-Ooanicheoskoqo

IRyksOlOVotw Potropavlovsk-kamchatskij t 1$25

9. Types of proces ing E £uoe.st Freezer, Fish Heal Plant, Filletcr

10. Fisheries for bIc.'s otrnlt Is teTUested,

Fias~ery z vs
P3 Ttralt Snlis I Ge, . s Ved L~tAOlru P-= '0'yM±±4.,.r

aM Pollock idwaterTrawl x
Bottom Trawl

Pacific Cod x It
Yllowfin Sole - x
Other Flounderi x
A eka Mackerel x X
Herring x x
Pacific ocean er ch s x
Other Grnundfi h x o s

GOA Pollock Midwater Trawl x x
BOttom Trawl

Pacific cod s x
Flounders X 11
Pacific Ocean erch x x
Otdse okflohe - so s
Other Groundfi I x s
Atka Mackerel 0 x x

WOC Hake Midwater Trawl X X
Jack Mackerel 0x X

11. Are flshlin Attlyftles FqiestEd In Supoert of Vessels of a Olfte ant Flag:

lto es (If yes. attSc-h stplvie12ol sheet sheOlS1 flag of Otter ves$elO.
,she , species, qvatitl es. te$, locations .d scecitfic

actvilIes retuestad.)

F* S filMe VttL tCfTIFCTC'V1 rCN (WI ?10.
1sual Ident-

e e AGATOVY 2. tier (e ll isn) M1K

3. Type of Vessel Stern trawler 0. engt 82

5. Gross Tonnage 2097 6. Met Uce-oe 881 7. St;7 (ts) 3,4

8. oner's M-.e And Address Vakhodkinkaja Daza lkttvnogo orskogo

Rybolovatva, eIakhodka, USSR.

9. Types of Pn tesslM q.1b-xnt FroezOer fish nael.plent

10. Fisheries for I1A..c Perset Is Ptuested:

,11. Ari Ashle ,ttles Relcested in Support of Vessels of a Different Fg: .
"'OO LJ'"es (I yes. tto sepletl hee fg of th n, ssels.Zfl C Yes -r- I-Ps uatit ses, a- .€1 Ae tee. uoittts. gates. jt es ad sontfit

111,12t lrequeste.-)

NOTICES

1. Ntza of Vessel ROLUVAN 2. tler (Call $14') SKII

3. Tye of Vessel Stoe Trawler 4. Length -

S. gross Tannage 2690 6. Met Terage 92r 7, Saco omW 11, a (

8. _e.,*s U-, Aod Adress$ Potropavlovskea Daze okeanicheakogo

Rybolovstv.Peatropavlovk-escha tokil .USSR

9. Types of Procissing Cq1peent Froozs'r. Fih Moil Plant. Cnnnr ,

10. Fisheries for VIt., Petrlt Is Ve-yestal:

1 -15 S,.t11s I In,1 To go U3ed JCt __ _

BSA Pollock Midwater Trawl x s
Bottom Trawl

Pacific Cod .x X
Yellowfin Sole x x
Other Flounder x so
Atka Mackerel x x
Herring sX x
Pacific Ocean arch x X
Other Groundfl h x so s

GOA- Pollock Ilidwator Trawl s x
Bottom Trawl

Pacific Cod s s
Flounders X s 1
Pacifl ocean erch 0 x
Other Rockfia's - X
Other Groundfi h s X
Atka Mackerel 0 x

HOC Hake Midwater Trawl s s
Jack Mackerel 0 s

It. doe JgsSIls iAcvtleS e.Sted Is Support of Vossas of a Diffrint Fl4|

to Yet. (If yes. att=c suopt'.enll 1"st 1hm011 P14) of otter sessll.
fiser,. sis' U. it otes. d0t00. 4oaiaoss Ar' sce.tifc
aLtittt a raqusl' I

P110112 vUssn I1UtIPZCA.ImS F" (FC^112111 ito .kk .21t .QI10-Z
• " " Visual Identi.•

I. It,= of Vessel TASHET 2. tier (4.ll sign) USTY
3. Type of Vessel Stern trawler 4. Lengtk as

S. Gross Tonnete 3170 6. Vet Tetage 1225 7. SteId (ktU ) 120

8. Deer's Mo A.0 Address Ifakhodkiriskaji Daze ktivnogo HMakogo

9. pes of

vholovstva. Nakhodke, USSR.

proelsinM tozfsent Freezer, fish coal Plant

10. Fisheries for W1hth Pemt Is Pe,.sted:

I a.- I Trqet Seeches I tier TO ge Used C-hll S 1' tl4 ISOr'

BSA Pollock llidwater Trawl x x
Botton Trawl

Pacific Cod x x
Yellowfin Sole 0 X
Other Flounder x X
Atka Mackerel x x . *
Herring . sx
Pacific Ocean eich -x x
Otler Oroundfi h I I t

GOA Pollock Hidwater Trawl oX x
Bottom Trawl

Pacific Cod x x
Flounders x It
Pacific Ocean lerch x x
Other- Rockfish ! x sx
other roundfi h x x
Atka Mackerel x X

HOC Hake Hidwater Trawl s
x  

xs
Jack Mackerel s x

11. Are/ Ishig Attflttfes Restod In Suapart of Vessels of a diferent F111

.Iys. h suvpleamntal sheet shcdle flag of oier l110.
f Ihy as U.tte, dot c toetts asd 12,210 It

&CttVlttes re11estd.)t
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l.' 5S.!5 5t fafl. to Ge, eels I6 . , .Ia tieC .1,...iI

DSA Pollock Hidwater"Trawl t It
Bottom Trawl

Pacific Cod 0 xs

Yellowfln S0ol ' so
Other Floundor x so
Atka Mackerel - "
Herring t x
Pacific Ocean rch 0 x
other Groundf fih 0 It

GOA Pollock idwater Trawl x s
Delton. Trawl

* Pacific Cod so s o
Flounders - x
Pacific ocean arsch
Other Rocfish ! 0 : X so
Other Groundfi h x x
Atka Mackerel x x

HoC Iake Mldwater-Trawl X x
Jack Mackerel x x

a",



NOTICES

1. Ue of Vessel BVATOR 2. fter Call $.vj tr.Z.i

. Tye of Vesel Ste= trwer 82

2650 6.- T12 1. 4.

a. o*-,s %=a-- Ass U'hodkinshti 4aza ZktivhoZo rslsw
Rylyeov-tva, rahh o. VSSR

9. Trym of 5-eces' Bospit Freezer. fith aval plant

Si$ Oe-t lis I Swr. t.i-l u , e e_

B Po Pote Trovl

Pacific cod x
yellow£in sole It I
Other Flounder I It

hMka nactet el x X
Herring " x

Pacific Ocean erca x x
Other Ground lt s It

G0O Pollock Midwater Trcwt st x

Pacic Co Botto ra x
Flounders x
Pacific Ocean erch I I
Other Iockfish a X x
Other Cruudfxh x 2
Atka Kacerci ,

WK0 - Rake Midwater -rawl X x

Jack mackerel x x

11.tvl Are Fut.I c--,,+*z . of ! s l f4Cfci l;ff. It%.a==%, vns %"-it c

£0
5

5U4 rn-.etse'

- YI '..al lfrst.l

1. Sie of Vessel 15DK 2. fer (U15 11A ____-

3. lySe of vessel Steent r LO- 6. L,"%h 213

S. Gross T;--e 283_ &_ _ _ Setm- 1214

a, C l 3=o #--a AAes sonrtavammkasa Losr hiStt
ycrlov-tva, Aovxzsa3a avzn, Uza

9. rcs of p Zcsu sert FLA osaL Plant, treezen

F , ,

pfr 1 !. SeeeS f I S".. z, Z. se et.e ~
BSA Poliock tIdwater Trawi 2 x

8ottOn Trawl
Pacific Cod voto !tv 2 It
Yeilowfin 'oe x X
Other Plounder - x
Atka RackerelX x

Pcific Ocean Itc x
Other Groundfl J I X

Cox Pollock Midwater Trawl x x
Bottom Trawl

Floundera 2 2
Pacific OCean ereb 2 2
Other ROCkfish s 2
Other Grond i t I
Atka Mackerel I X

ITIC se Kidwater Trawl 2 x
Jack .ackerel .

i5. Asec" Aczfima fezSse (a OP Vets of a offfero': nt:

17Yes 41 jes At~Od 50@1Al 05 s-,ct nn fl OS eve r001%.i
fish"r. 15,224%. C'45.esS. uti. etcatcl £52 %=0146
4524stes re-.t$2554

fl"+' + + I+'1 1N 1A R. - '7f- 0 108

1. tht 6+ t~l - 2'o ~ +le . _________

=2~ o l INizlo (:%It %f

yr. of 6tsu 5,2241 T 4er 4.751 85

8Ib X5OO 6. z-,to1M.l

a. i1vft C Wi =2 & Pas

1,. l-e of re' frgrn rre"z-r. ric's Yesl tt.W-

25.f~e~fnf7 lvtt Is Tzer-We4

a Pollock thwa s Traw It
eMtc Trawl

Pazicle Cod x x

Otker ?12t.a5: * 2 so
Atka na.-karal x 2

Vava x 2PAZ1tic Orees earch 2
Other arc-fl~th x x

GM~ $'041ock ttd'~tar Trawl It 2

,2oSAtic C "d 2 T

Pacific creo.+ arch 2 x 2
attor *o~e It It
Ot-her Crss-451 N It It

Atka thettorox 2 x

Ui. ke Ses[ +l l +-6srn tP.+n-tr1+ f. 5t++. OP Situ'sl @14 • +fv+rr .5 V~o5
(I6" it. aTstO i .'r - t 'w-lIt e.r'.itu'i.

x3L- f (10,' 1" .cs~'t valte L'UTu e
it - ~tn CeTrt2 =s L,

1. T=: of Tat -ITMl4 f'- tll sfnj W-

rq. Tj+.Of TIV141 -t~rO trawler as i

S. -is-~z~ IWO e. 2~r 9ZG 7. ;9 tu("1 22.0

L *C
r
,

'
$ --- ,Ta &. ,, =nil i"++ I + ++ i - ++

, eiOP 7*.tlv Pas 5.,-~Vt r-. P. I (er

05A S'oxwik SIldvator Trwl x z
catts Trawl

I"- tic x x

Ott., fls.tsr It x

PA~IU CI Oce.23 Frchs x
Ot!eor Or-Ifi h I

CON PoXoZt - KSidwater Trawl I t
Bttc Trawl

PfItjlcCc d * x s

P" ic 05040 arch x so
mOr CWott -3 2 m

Oter¢ ,vr.:=1l rh x 2
AtatA .= rol It .

__. _f__________________ ofa_____ nq-

1714~~ .. s612~
"=.,#S OPrv
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FISHIfl YTSSn t0MTTIFtCATC3l FOPS (FC^4%1I Uo. 1 -V /
Visual Ideno-

1. KO-- of Vessel TRETh0V0 2. Ge" (Call Sign) UJUr

3. Type of Vessel Ster a trawler 4 L gth 8 "

S. Gross Tonnage 31.70 6. get Tonnge______7 S2e.25- 7. "d (knots)

0. Sae's aed nAddrms akhodkthokaja Daza Aktivnogo Ioraskogo

Ryj!lovestva, Vakhodka, USSR.

9. Types of Vrcnsslng Geqllsf t Freezer, fish meal plant

10. fisheries for Uhic. perelt Is isMgsteds

plans I Tamset S"enle I denn To Be -n n

BSA Pollcok Midwater Trawl Po x,, Battam Trawl

Pacific Cod sT x x
Yallowfin Sole 3c '
other Flounders 7- PC
Atka Mackerel 3 x 10
lerring X
Pacijfic Ocean arch *

Other Oroundfi h , 1

GOA Pollock Midwate Trawl x
Bottom Trawl

Pacific Cod 2 " X
Flounders x PC
Pacific ocean erch x
Othr Rockfish a - x

IOther oroudfi h PC x
Atka Mackerel x ,

WOC Hake Midwater Trawl It x
Jack ackerel x

1. kJaishlg Alivities Pteces ed In Sapport of Vessels of a Olffaetnt Flag:

y- LT Yes (If yes. at-a. suonial seFha sltcuing flag of otyer vessels,
filsery s501s'. quanolllos. Satan. lecatlCns and S;ecgflc
CtiVl ties reTist d.)

pFoSHM" YESrota ITOM-TIFCTOCT FCm~ N 00tl-ll
V1sual lde.'i-

1. ne of Vessel ARALS.SK 2. Vlei gCalI Sign) I idiC -

3. type of Vessel Stern trawler - 4. Length es5 _

S. Gross Tonrla 3170 6. le Tonne 1225 7. Soe- (nos) 12.

8. Cwser's Mbse and Address llakhodklaJa Baa Aktiunoga Morkoslo

Rybolovstva, lakhodka, USSR

9. Types of Processllng qulpolt Fish meal plant, freezer.

10. Fisheries for Uhith Permit is pF.estti:

11. dee Fishing Activities 7eqegosle nIno of Vessels of a Different r.o9:
17Yes (If yes atuo sOlnna50. -od;fe f ot~em- vessels.

nl~e Y. species. eoan:Ottes. tan. 1.111lon and'snenlfl
activities reqtnedm.) -

NOTICES

. Visual 0essitt
I. Se of Vessel ISLIVA " er2. fi (Call SIgn , IW

3. Type of Vessel Stern Trawler 4. Length 03

5. gross TmoSag 2833 S. st Torsnge 1059 7. Se d (lnu) 15.0

S. 0rcn's OVn edM i P AdrsPetro vlomskm, na ea .1 eone ....

Rvbolavatva. POtrooavlovk-0n'.ehotsl.t tioS.

9. T. es; of Pr-cissIng Equp-ite

10. Fisheries for 110.1 Pismsit is tF auistad.

-Ftns TrenOole an.T In TIeSICtnIn0m~~~~-rIVPlans ?aP~et-Scecle reir To as , the

8SA Pollock kidwater Trawl x X

Bottom Trawl

Pacifia Cod x
Yallowfin Sole

Otfer Flounders 1x x
" ZA t a M a c k so r c l X
H ng x X

Pacific Ocean erch PC x
Other Ground fi n x 1 x

GOA Pollock Pidwatar Trawl It x
Bottom Trawl

Pacific Cd x I t
Flounders x X
Pacific Ocean arch 0 x1 x
Other Rockflihe s X • X
Other Groundfi A S x
Atka Mackerel x 1 x

WlC lbabe lidwater Trawl x x
Jack Mackerel 1X x

11. Are Fishing Activlties Re s g sd In sesot of Vassals of a Olfferent fll

- a fJo Tot(I'f yen tso,lolasa le tm1 fllg of anne.. ve11411.

actilles requested.)

FIVIHNG YESSEL I TVITCAITIn f0-4 (fCAI!f'11 o. q4i-~ p,
Visual lde;t1-

1. 4ane of Vessel 5WAXRYUZOVO 2. file (Call SIgn) __IYIC

3.Type of Vssel Stern trawlir 4. Length 81

S. Gross Te arage 2833 6. ,o Tonage 1059 7 Seem (kros)

8. C"13I 3n and Address Patropavlovskaln SnIn OtmsP;Ionlk'~

Rmbolovntva, Potroaavlovnk.Knchotskl .1Spr,'

9.+Typen of Precessing fclan-nt Freezer, Fish ljnal Plant

10. Fisheries for Which Perlt is Pmewesdlu:

plans'I Ta-et Teen-to, C-s,. To Re thsni W01onif1

BSA Pollock Ilidwater Trawl It x
cPciflCd Bctton Trawl

Yellawfin Sole 0 2 10
Other Floundors • H St
Atka Mackerel - I 1
Merring " x 1
Pacific Ocean eorch x 1 t
Other Graundfli Sn - 0 1

GOA Pollock lidwater Trawl x x
Botto Trawl

Pacific Cod • X 1
Flounders 1.
Pacific OCean orch x x
Other Raclofishs a x 0 1
Other Groundfl;i x x
Atka ackorel -x x

xW0c lHakse tidwater Trawl x x
Jack0 Mackoerel It 10

1l. At e/hlfr Activitl es uVqstsd in Suppert of Vistal of a 0f10ret Flags

ll 17 TYes (if yes. atta. sugnle tell s alt ,1n lna flag of otG .Ienesall,
f 3s.4r-, 50e0l015 anol:ls. dates, locations 4nd.snelflo
actIolaes re iestid.)
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Adnannoy - 0
Plans Ta-t Gs , To . ) 0. t .e I -Ct-4r Po -.o - .. .-.o e-

BSA Pollock Mlidwater Trawl x 1t
Batten Trawl

Pacific Cod x X
yallaowfin Sale - X
Other Flounder x 1
Atka lackorel x x
lieriring • X
Pacific Ocean erch 0 X
Other OroundfiSh x X

G0A Pollock Midwater Trawl x P
Botto Trawl

Pacific Cod x
Flounsders x 10 x
Pacific Ocean arch 

•  
1

Other Rockfish a - x
Other Groundfi S r X 10
Atka Mackerel 0 1

WOC Iake . idwater Trawl x I
Jack Mackerel x x

I _________________________ _______

._ Preozer•Psh MealPlnnt-



NOTICES

Ftsf~rl

1. t~e oftesse IV~ CHSCOPI'TSO . fler (Call saiv ltf)

3. Trse of Nessel Sturm. trawler 4.

S. Ceats or=p 3170 ,Lj te oeje12 * tt-1.

0,~d -ntakhdkiakala 3ar-m )ktisrneao ,a rnkino M-bolovatTO.

Nakhodka, US+k

9 zys of r -=#cc Free=' fish real pi t

10. Fishe-Itt for Tkidi Pg--it is Pzet& :

BS.A Pollock Iidater Trawl x X
Settee Trawl

Pacific Cod - T x
Yellowfn Sole x x
Other Flonder X
Atka Mackerel x x
Herrinre; x x
Pacific Ocean arch x x
Other GroundEi ;h x x

GOA Pollock idwator Trawl X x
Batted Trawl

Pacific Cod s T x
Flounders x x
Pacific Ocean arch I x
Other ROckfiSh * I

Other Groundfi[ 0 x
Atka Mackerel - I

1110C Hake Midwater Trawl x x

Jack Mackerel x a s

11 I 1nf A sea. -sstf cdrtntOf sTnithwe 2f atcae ool.

-- - " Wl te--ti-

I" to of Vessel MOZATI - 2. fier (Call Slac) =t1

31 Tise of Tesl Stern Trawler 4. 1 -7th 85

tet 7. _ero (L.=) 12.a

8. ieeaIs ree &=I Sftas Petreopara kaS a Baca OkXcaihenko-

ltvhboloystva. Pct rawlovkao4.tnkjj are-n

9. Tyrn of P oossle5 ftol t Freczer. Fish Meal. Plnt. Cn-rya

t0. Fishealet faa *adch Pemit is 2etosted:

a Pollock Itidwater Trawl x x
Eottom Trawl

Pacific Cod x x
Yellowffi Sole 0

Other Flounder 0 I
Atka Mackerel X
Mering o
Pacific Ocean arch I
other Groundfi :h 0 a X

G0A Pollock Midater Trawl x x
lotr Trawl

Pacific Cod "
Flounders x a
-Pa.ific ocean erch x X

other Rockfish 0m 1

Other Groundfi ;h 0 x
Atka Mackerel • I

SfD0 Hake Midwater Trawl x x
jack Mackerel 0 a

I

Zafrihlrtzrcscn fPla. Vladianoatak. V=5

1. TJCl Cf ?f05ll'2 f t Ice Pla t

f. iv'rets fxc .-1t A't 1.fair

,ak4 I araote, I ea .stiI na1"€ 1

S Poll00 tidwater Trawl z a
CtatteR Trawl

P"_ific cod &
Yellovin rolo 'A X
other Fl0255J0r x x
Atka Mackerol z x

Porrr'-. X
P"itfic Oca arch : I
Other Co" u---, % 0 z It

GIN Po,0klac Uvatar Trawl X a
rttra Trawl

Pacfic cod x
vl==talra x
P=aific Ocean arch 0 x
Other Co=kftO%,s 01
Other CrosaMdC 03 Ia X
Aot Iackerel X x

h00C ItaO. 3tjsdator Trawl It a
JkMackerel a

11. Ase fint'" 4T1.ttat zorsto f.t Cnct cflo~to? cr a Clffers flos
ffr 7t(fit yts. eTC.tSttl L e*PC Oawfa fltf Ca ottw

az 7I~xnae t-Wes. . cz=. Z~st=c~ 4--d:1 I
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It. Aao,[Shir.9 ACo1te$e Zatstol to I Soat Of Vesacls of a tlffcterl not

.La* C /T es (it yes. a-tos sosiesetaI stool st--r-s l1q of cytr tssals.
fistey s=fte. ratte.fts o tsat aa

1. Z= Of Trtn
1 

SLT 2. f____(Cal____

3. .- cCf yiUil Stern .rauler S. t _ _ _ 43

S. ! n c r=F-r1 C5 6. 2cc rl _12 t

13. FIV.l1ts fi ; f I: t ?r.=1

___,_.__'_____r,,. _____,_____-_,__ P,-.-as- e ,=o- I C*.• 5,., _,._.___,,. ___=

O 
. 
Pello~: l1dvata' Trawl x x |

catta Trawl

paciflc Cod x
Teliervw 1 m Zo3 a a
Other Flc dsud - I I

Atka Cakaral x
I:rrr.-2 x a
P. tltic Camo arch X x a
Other Grc-.l ft h 0x z

G03 Pollc.00 Kidwter Trawl 7 X

r~tt Trawl
P" fie C "d Z x
Flocraera I x
Pacific Cca 'arch 2C z
Otter =- -JioI 2 " x I

other Gcracn f 1h x x
Atka raitoral 0

kO: , IlMe Kidwter Trawl x x
Jack Xazkerel x z

I. ka fIS~n Se- l a~.a f3 C1, oP IT Ofta i Ciffana- FToc:

g.2 Ly 'Tel (It rn. &== t= ,!!tI a~a ~asfl cf eiee ont's.
-- flt+',i vo10a+ C-.C+O tlf. SI:2. t+o150.0 - f.3 Coc..O"'at

r= ass Ti el Cz-vj Z . ar ~cull v i _V117-

3. Tci- rf Taw Steafn Traler 4. 49
M- .+ .) 13.0

1. Ci21 CS 5 4- al f,, S 7.ett La..a T ....=2..
6. C,,,,sa o L&m t61ldiittkataia raze Tralo-.-O, L

"" i!I

I
t
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FivtlI Yszitivt Ftcxrlci rep.n 't.otI)S. 121?- JL. Q/3(6
visual Idant,. 

I, Il O of Vessel STOLXU - Yf.i (Call SigTn

3. 1Ty of Vessal Stern Trawler 4. Length 49
S. rss Tonnage 686 6. elToge 216 " a7. 1Se', lkrot )

B. Omer's 3=4 drd A4res Vladivontokekaln Baa Tralovogo

Rcfrigoratornogo Flota

9. Tyes of Prvcessfn Equipent ZOO Plant >

10. Fisheries for U1h0 Pemoft is Potestd:

fts I aa mes I eirI Oe OnS ashln uoo
Plan$s T .... .s cee -1 r To ee Used cat.th" p .. 3+other u-oA*

BSA Pollock Hidwater Trawl x x
Bottom Trawl-

Pacific Cod x x"
- Yllowfin Solo a x x

Other Flounder x x
Atka lackerol x I
Hrring a x
Pacific Ocean erch C x x
Other Oroaundfi h a x X

GOA Pollock Midwater Trawl x x
Bo~ttom TrawlPacific Cod st x

Flounders x x
Pacific Ocean arch x x
Other Rockfialh a x I x "
Other Groundfih 0 X x
Atka Mackerel x x

'HOC Hake - idwater Trawl x x
Jack Mackerel a .x

I1. Are FIshing Activities 0 ueste4 in Su;;crt of Vessels of a. Offeret Flag:

.i L 'es. (if yes. ,Att.ach suplont.al sheet showur4 flag of Other ve1sels.
Is nltlt Y. 1es , uantl i s, ) taq, lco a t 1€n $ ard sCe ¢i f Ia ctivi ties requesoa.)}

FISHiINV 'MS100 ITYYTIFtCSTI,1C"l N~ (F005'l g.11 4- ? 0 10 1
visual ldecri-

1. lUe- of Vessel XREIOE 2. fier (Call Sign)

3. Tye of Vessel "Stern trawler 4. Ltength 82

S. Grol Tennage 2100 6. et Tcon0ae 859 7. Sce (ts) 13,8

8. ,er's. V ar dAddress rnnkhodklinkaia Baza Aktlvnoqo Horskogo

Rybolovtva. Vakhdka. USSR

9. Tyes of Proessing C£p1tnt FrOezert fish neal plant

10. Fisherles for l1hf Pe=It Is Oeestcds

fig.s I Taret gowolno I Ser le Be iced

11sA Pollock Midwater Trawl x I
Botton Trawl

Pacifio Cod a I
Yollowfin Sole a I

Other Flounder 3a IC I
Atka ackorol C I I
lerring - I
Pacific Ocean erch s e
Other Groundfi Ih a " C I

G0A Pollock I idwater Trawl I x
Bottom Trawl

Pacific Cod a x -
Flounders a IC I
Paclfie Ocean larch I x
Other 

R
ckfish 

s  
x x

Other Oroundfi;h • x X
Atka Mackerel Ix x

HOC Hake , Hidwater Trawl x x
Jack Mackerel IX x

1I, AAcItsitviq cc*.vties Sngtested In 5qp~crt of Vessels of a Oifferent Flag:

0iO 1Yes (If yes. ata-s. sa.SUappnoal sheet sl og flagcf other e llals,
fisrtry, species., qantlties. taus. lccations t A soert ,c
acivlties remqo os .)

NOTICES

Flu YSSSll 1CETIe .tC FCP4VPJlt
1. Oo=e of Vessel 11,34 * l(all1 ov )

3. Type of 'ossal Stern trawler 4. iergth, 84

5. Gross 1Oa. 25031 gCOD 69 ~ t(1,
6. Nt To,7. Scesd (Vot ___

S. Cmoeros Sa red Address Koraakovakaja Eaz OkoaOichoakogo

RyboloVotVa, :torsakov, USSR

9. Tysos of pmcgaslng Etsl,,t Freezer, fish cal plant, fillto

10. Ffsherles for Uh0th Pfat is gevasi4ad

t;i$"Vy I W v
PImo I Taet sceties I Veer TO go V01

BSA Pollock Midwator Trawl X
Bottom Trawl

Pacifl Cod x I
Yellowfin Sole a I
Other Flounder; I x
Atka Hackoerel I
H Ierring X I
Pacific Ocean -arch a I
Other Groundfi :h a at I

GOA Pollock Midwater Trawl IC I
Betto Trawl

Pacific Cod I I

Flouneders x I
Pacific ocean arch x I
Other Rockfish 9 x I
Other Groundfi h I I
Atka Mackerel x I

14oc IHake Midwater Trawl x x
Jack Mackerel Ix x

11. 'Are Filong AoIvitfds ReVlsld in r! of veasals of a 01flrlt noaft

;7 "O iTe (If oes. at= s., l ntal sheet sunqg flag of O t*e vells.
f2si'y ban , Zs, 4VJ0ntf1tl., dates, Ilo0tois arOd.4ca flacOltlosta re~oestod,)

~l~tlt o Vssa OIC~ALOIVisal Ulti~. UDI2.-- e of Vessel .2. fier (Call sIn) _ T _A

3. Type of VeselI Stern trawler 4. lngtsl als

S. Gross Tncag :3170 -6. reo iog.e_ 122i 7, S--W 1g O

8. Oer's Vlore ar.d Address Koreavkokaja eaza Okoanicheokogo

RybOlOVatva, orsakoVe, USSR

9. Types of pncassir02 qjayrmc Freezer,____________________a__

10: FIshe'es for gab. CIO' t T Is g1o0s1oa41

85k Pollock HidWater Trawl X x
- .Bottom Trawl

Pacific Cod C i IC
Yellowfin solo x X
Other Flounder Ix x
Atka Mackerel Ix le
Herring IC Ix
Pacific Ocean arch x IC
other Groundfi h a .x X

GOA Pollock Midwator Trawl x x
Botto .Trawl

Pacific Cod _..x x
Flounders x x
Pacific Ocean arch I Ix
Other Rockfish IC x
Other Groundfi h a I x
Atka Mackerel IX x

WOC Hake Midwater Trawl x X
Jack Mackerel • I X

11. Arefshiang ,C:4n1tes Reqoestad n osmort of Vesals of a ogffartnt Fill

it, q Tin. (if Yes. 0050011 sm)PIMntal $ilt shtonn flag of otthef gieoll,
fiolery species. quan050145. g&aeo lomotlocs 000 itelife
activities req-e',1 ,)
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NOTICES

FtV4tMaasi tFCTC W- cr-ETC r3. K- 7'- 0/6
1. r _ _f Vea.l _ COLAI OST.1O_ S 2. fier (C41l S;1) U.7M

3. TS;e of Vesal Stern Tra ler 4. Le-;th as

5. S-ss G-,.; 3170 6. rt .T=a;e 122% 7. Z:eeJ (k- 12.

8. eCefs S=s &-!d A-11sz Petroeaviovnlai. rna,. a one- .k,

Rvbolovstva. Petron oe ok-r ch .!t -'A rRUS,

9. Tlyas of rae Isesti-h )1 Pl etrv

10. flslerfas fceeM! P's eedS Is V7.eid

P1____ T-eet Vesfet I C-r~ Th o te el Vot1 p

BSA Pollock lidwdater -Traal x x
Bottom Trawl

Pacific cod X
Yellowfisn Sole X x
Other Plounder x 3x
Atk:a Mackerel * I 1
Herring * X 1
Pacific Ocean Prch
Otlser'Groundfi ;h *

G0A Pollock Hidwater Trawl x x
BOttOe Traci

Pacific Cod 
I T

Flounders •I
Pacific Ocean erch I 1

Othe.Io ROckfloh - X x
Other Groundfi;htl x x
Atka lackeol x x

100 Hake r4dwater Trawl x
Jack Macokerel - I

11. Are Fishl Acttvfties F aas te to S *, . cf Vessels of a Ciffert-t Fla]t

UroL1Yt(if 5,es. attach S-mpleasall s'et Sade flea of ote tret
fis's.unls s-Ifties. clss sfs1s ar'lS ittl 0
actit;e neces. Z..3

, " " Vfs--A Mitt€'-
1. r e of Vessel MYS AIqR - 2. fter (tell SIV) fTivU

3. Tyae of Ve s l Stern Trawler 4. Ltnr.0 R4

5. hroos T=Anep 2326 6. V Tc--e 842 7. s:ttd (ntl) 1290

S. ers ta fAjross Petrmavovkse. l a o oa Onichk

ItYholovstva. tnvos-t-htl~ ed~

,9 7;c; of Prccesie 8a.ien reeaer. Pinsh Vo.l Plant rillntee

10. FIVIL-fts for nltls fe'It it Festeds

plae' I Teeet Soeet I C- T. Uo Zse Utz"i 9-anl~~e U1- V,!

-so" Pollock Kldwater Trawl x x6. 0515t0 T rawl

Pacific Cod o T X
Yellowfin Sole " 1 x
Other Flounder X I
Atla itckerel 1 .-
Herring - x x
Pacific Ocean arch x x
Other Groundfi h x aX x

GOA Pollock Hidsater Trawl x x
Buttom Trawl

Pacific Cod 2C XFlounders x
Pacific Ocean arch x xo
Other Rockfis' x X
Other Grosdfl' a x X

* Atka Mlackerel f x x

Wo Hake idwater Trawl x X
Jack Oarkerel x x

11. Arepshne Atisdities Peusstd in Staet of Vetsels of a Ciffeer-t 't...

L oae.(if ms Ated 3=1,lestl skeet Zkeel fleo of teemi.
S fisoey syssies. 4.en.SttC5. CZtel ztl, Lt .e 5oci

st!ntles aesS.

I. Sas C? Venal -M f r" , ___ ___o I,;]
3. Tj-s Cf Veusal ftern ?C .A _ 4, Ltas- 04 -

~ .- ~., 2321 8 .1.Oe 042 ?.1--ecd e 2.
5

yeltlovf/na v=- -

2. TrCf ,7t.l ' tzl.- ro re ah czol pitot, fnicto

G3A! i ;ollo--k I! 14)tot Trawl
PaciJflc C d
Yel1osvfia Z3lo
Otter Fleor - Ir

I'erriep x x
Pacific C:ean tch x X
Other 0rGr=Uz 3fih

G2A Wollctt KiV~atfT Trawl I S
rott-- Trawl

iP"cific ca arc x x

Other xrfo X
Oth~er Crot:7Aft x

L': fa it~~eocr rew x x

" ha 

x 
z~rc

=-Z Iak 111echaoreal x

1If seiena oc.3a! aesiz.~"tceas

~'ar t (f ita's. &-tasres.! Vu. -=-. 5Z :

nt~ ~ia-. e'et-sr~ 't! . TAP- -(1

I. Sass.Cf Ve.--sei , 2 XIA . 4 2.: fn r- (C -ll -3. cf Veilt ,,,,t . . tr-i ft,- t-aile -

Otho. ,,-',, 12"

5.ces's-22~ .Z . iS *eU 7. t= (eat:____

v8. o 1ee as C Usto aiosl oaz Stiv=un2 I3-zhog,

C'VrlOV in. UZ.z

9.lt O 'tl
0
'1's Fencer, 9131s anal plapt, filleter

I.Flierfes f:e .'k'f0 ol it 7x-.2'

011 o11eck ih1Cwator Trawl It
C:3tt::s Trawl

Tollowtim rol320 x
Other Pckier x x
Atka -okrcl x x

PcIfic t, e -re% -
other Graozil' I I

2A. I'elezk Mdv~ater Trawl x x
"-Ce" totan Tra-A.

PCoLl Iczaan "arch I
other SockfIa' C - I
Oter Qrcta-Ifi ;-It S
Atka r~:lsral x X

tS: Mta Wlotar Trawl z
Joeraksrol x

~ ~ fl~'t~~Sf t5.ast 0 Ca'tcfTUIt' a' a feas Lat

I' fit 1:wy q-vl S t s. nus. L
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FISHItI VESSM lUM5IFTCA7IV7 FOP.4 IFCUH7I 0

I. ilM.Q of Vassal TUJBIUL 2. fiea (Call SIgn) EBWYZ

3. "Ty3a of Vessel Stern TraWlex 4. i t. 84,

5. Gross Tan e e., 2581 6. rer Tcr. e 888 7. Scecl (knsts) 12oOS

8. O.ors$ N" and Add..s Kdrsakovskooja Baza okeanichaskogo

Rybolovstva, Xoroakov, USSR

9. Types of Precessfra Equfp t Freezer, fish meal plant

10. Fisheries for Whlch Pemlt Is PAqested:
F i shtr

7  A =ss

plans T4et Sees I Ger To Be Used Cat-.4lro P- __cs _ n Su

Bash Pollock Hidwater Trawl x x
Botton Trawl

Pacific Cod x x
Yellowfin Sole x x
Other Flounder : x x
Atka Mackerel x x... , Ing x x

Pacific Ocean orch X, x
Other Oroundfi h x x

GOA Pollock Mildwater Trawl x x
Bottom Trawl

Pacific Cod • . x
Plounder - %x
Pacific ocean erch o x
Other Rockfioh x B
Other Groundfi •h X X
Atka HackOrol x x

HwoC Ilko Hidwater Trawl xo x
Jack Mlackerl x X

II. Are Fishing Activities ;eqosted In Su;pCrs of Vessels ef a Different Flag: o

No U Ves (If yes. attacsc l sI -r.V ItC ef Cas vassals.
fistery s~odes. Coon ties. dates, lations andsz l C
actlities requested.)

- Vfsual deat--
-.BKae of Vessel IL.'ALI11SX 2. fler (Call lign) ESKY

3. Ty;e of Vessel Stern trawler 4. Le.h 85

5. Gross Tonnage 3170 6. let TOnage 1225 . 7. laed (Ss) 12,5

8. 0e 'rs .lae and Address Petropavlovskaja Baza okcanicheskogo

RybolovotvaPotroavlovsk-Rtaneh a t.15USSR

9. lTres of Processing oayuipot Freezer, Fish Ideal Plant, Cannery

10. Fisheries for Y1h-S Peraft Is Vecvest d:

PIN.s I Tesat Secedes I Te.ao to e S.,d I c'ttora-Ven:r r+,,r .e-=

BSA Pollock " Midwater Trawl x x
B ottom Trawl

Pacific COd -s

Yellowfin Sole I X
Other Flounder x x
Atka Hackorel 0 x
Herring x xo
Pacific Ocean erch x x
Other Oroundfi n x

GOA Pollock lidwater Trawl x x
BO tten Trawl

Pacific Cod 0 Ta so
Flounders x B
Pacific Ocean arch 0 x
Other Rockfisha x x
other Oroundfi h x s
Atka Iackeral x X

HOC Make Hidwater Trawl x x
Jack Mackerel x x

11. Are Fishing Actfvltle ae estod in .oport of Vessals of a 1ff.erent Flag:

No UJ Y'S. (If yes. attacs. su.Plo-txl shte shodel fnag of otler ,assals.
flssy secles, €ontltles. daMs, locIons ard scedfl¢
actliitles reuested.)

'NOTICES

FlSMIM VSSUI. tCVVIIVC~fc7*1, TO'l MMM xUV!- 1 0
1. &Cce of Vessel MYS GAHOVA 2. fIer (cal11 1) $I

3. ype of Vessel Stern trawlr 4. ctngtl 84

S. Gross Teeas 23 6. 100003 Cos' 7 .~a~j(2,

8. C er's fA ad Address Hakhodklnskaja Daze Aktivogo )lorkogo

Rybolovotva, Naohodka. M=__

9. lFes of ?ncessleq Equlpent Freezer, fish noal plant

10. Fisheries -or B1oloS PersIt is ?F:eosad.

I lin Tae: $Hesles I a sIUsdjCSSI 0salCf.qSovr

BSA Pollock "idwater Trawl x x
Batten Trawl

Pacifi Cod I x
Yellowfin Sole x x B
Other Flounder x x
Atka Mackerel X .
Herring x x
Paciflc ocean 'ech I x
Other Groundfi h t

GOA Pollock Midwater Trawl x X
Bottom Trawl

Pacific Cod I X
Flounders x x
Pacific ocean arch 0 x ,. x
Other Rookfish x 0
Other Groundfi h 0 X B
Atka Mackerel x x

HOC Hake Iidwater 'rawl x x
Jack mackerel x It

.APa fislle OlIt1as Val.osAsd IC Sol sr of VC411i Of I Otfflelteat 01a

4W.l gYcJ's (If yes. aGttac s..OUlt-anl Ogest Sa.lI flag of sV-'or vnSolals
flsPery. steelas. qe,'.Ss. Caqjs, l¢c.n:ICsI san.s:q:df a
acatslteS rsulssted.

PI7VI*M YrssVVO IC74T*,FiCA7ICU3 ON' IVCPe:e1l 1 LLq:LZ- . .7 Y
1, V_4 of Vassal IYS LOPATFA - 2. fr (Call Sign) UTO

3. Type of Vessel Stern trawler 4. tae'.- 84

S. Gross Sonroga 2327 6. .sTnage 842 7. ssa5(kr's 12

8. 0oer's _ae and Mdrass Ilakhodkinkaa Daza Aktivnogo aorskogo

Ryholovatva, Ilakhoeda, USSR.

9. TYsas of roessing Gqq;lf-t Freezer. fish meal plant, fillotr

10: Fi sheries for :lIs0 Pirsi- Is Pra.esto.

P • erie.. uqtt.Nere Wchl l q',IIVI'/

BSA Pollock " Ildwator Trawl x IC
Bottom Trawl

Pacific Cod I t H
Yallowfin Sole is x
Other Flounder x H
Atka lackerel •x . H
Hlerring xB
Pacific Ocean arch 0B
Other Groundfi h -X Y

GOA Pollock Hldwatar Trawl X H
BOttOm Trawl

Pacific Cod B T

Flounder. 0 x H
Pacific Ocean orch Is H
Other Rockfish a x '
Other Oroundi Ih x r
Atka Mackerol 0 B H

HC lake lIdwatar Trawl B .
Jack Mackerel x *

11. Are FishI. Activllies RV-qsot In 112-crn Of Vassas of a 0lffoeslt lagr

a',O L7 l's (If yes, & . - -

JcleIas 'a-est-., p
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NOTICES

3. Type of Vessel Stores Trawler 4. lazti Tn4

S. Gm T~ 2326 8. 74r, e 8 ; 42 1it miots)5 12,0

9. Vypastaf lirz~zl SEsIpt Prootr. rioh V.a± Plant, rillatar

10. Tfs!=fm ft, Wcft Poraft Is taaraaa4

II. Are Flslatq Act~ita; tgtaatd falacoa Cf a ysell: Clff .vl fl

f * Yeas (If Yes. atc.h =sta w l ztatlt v.-ct fllt finof otar "=*Is,
ff4.1 7 . sla;, CWel. CA. to=-= t=

.I" tia MMMICAT M M-4 (Ai xao,. 174

1. Ka of Vassl ItYS taV7NSOVO2 2. fler (CaU ll Sp) Min

3. Type of yeslI Sern trawl or 4. tr3l 84

5. C= Tai * 2326 8. Sso !r-s e 842 7 (tCs) Ina

8. Pai's sia ve- Mfms PetrapAwlhaae Hao Otaasnichoska=

9. Trms of Praansaq W=at Freezer, Fish )!cal Plant, llltor

It. FMstatas fTo' 1 tde FIti cisssa4:

R I T.raat .a"us, I r.-. m ., , I f, .. ..SC

aSh Pollock 2lldwater Trawl x x
Batto. Trawl

Pacific Cod
Yallowfin Lole x K K
Other Flounder K
Atka Racleorol 34 KHerring x K
Pacific Ocoan -arch K x
Other Groof ft h " K K

GOA Pollock lidwatior Trawl K
Bottom Trawl

Pacific Cod x K
F oundera It K
Pacific ceane arch x x

Ot I ocih 13 K K
Other Groundfi;h x K
Atka Iackorel Kt X

vOC Haa MIidwatar Trawl x x
Jack Mackeal K K

It. Are Ffesaf S aaSTal;5Lt t!~ of Teseill Cf a C11wit=3 Flitp

ir j'e&. (if YU. Ann w-mcsht zf fin; of qer ,tsgits.
IlsaltY. snaf.11atfas. extal. I= 4 V L-4etiat~

'I

Vaaaasi !', 'a''. I i t'ta

Pollock tlidvator Trawl x x

Bottom Trawl
Pacific Cod I t x
yellowin ole x x
Other Flounder - x
" tka Rlackerel x I
HeIlrring x
Pacific Oca thx K
Other Groas.C t x It

GOA Pollock Kidwator Trawl x x! I Eottoa Trawl
Pacific Cod S T

Flounders - K
Patific ocean arch a " - . z
Other Rockplah - K
Other Gro di ;h ckK
Atka 24ackeral It K

U C Hake Kidvater Trawl x I
ack ackaro "

0 a VoUrc k lad"ater Trawl t K
cotitz Trawl

Pazific "ad x M K
TIoallawi Zola X K
Other FIC=r e K K
Atka ac'kOrol x K t
|I(rr r-r " K x
P ic O<ceil e chK
Ot-er oM=dl N - x x

3k% < 
P
ollock tild,atar Trawl K K

Uttz TrawlI zI Plla CZAx

PI" tic a i orch x
Otter r=%five',K K0 Ot.e 1 :JO="3 x x

Or cr an-afi h x x
Atxa Mla=%0rol x K

IL ITae d3t
* ° 

tr Trawl K K
Jack Itnakortl x MK

(I' pi~,-;A.. t. 9*-tat Vt' I a-s .. -l~ v ~ SC ~r
fta 1! C ft t~ I'vir A ri 9=2' it. V' 'y o Sa- Ites

!Szlr-t2V-- V.=-
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1L.rjt Cf Ttlil t4CO tfr~lawr 41. lit Cv

MIX 's ~a 2531 8. L''______ r 12,9

cvzlc va. 1lL 2, ta5Zl

1?t Cf rtezr. %ON3 nta, flliter

i les lt-s"a I: " 'a...a'.ssaI~ ~s .

W Par GC"'.I *
rcitic C-- 3 z x
Ot.t2r p.l- a x

Ilrr la * - x
L'"rltic 0:*an arcN x x
Mtee Grcu~4 8 tl x: z

02N MIMoICe HFl-.ator Trawl

Pei ChOL- a.O ,~

Oatte Oflk,-f it,

4tU4

8. C.'aa t~a*;a 7 K 8, ait r~awlr~~ ~-ss .

IL. IM4cf P3 a55l2 satm Ti frpaalr1

i

II



58336

mer,' ,,.m VES t'SL EWI 't rtt, n. 1'./? / - 0 819
-- - - YTsual Ideiti- -

-- =LcZA of Vessel LUC BrS.GKSK - . fter (Call Sign) ESIR -

L Tye of Vessel Stes Trawler 4. geqn, U3

S. Gross estsn 2833 6. Yet Tonnage 1059 7. $ee (nats) 12.0

8. Cer's .i=e and Address Pntro-vlovnknil Rng OP. ennheskeon

Rybolovstva. Petrobnvlovk-Rsnech atskii USSR

9. Tyres Of Proessing t tipa n Freezer. Pich oa l Plant

10. Fisheries for SWkisi Perft is Reesued:
" 0s .ry ' ... ,. .. .

11. Are Fishing Activities ReqsestEd i0 UPtOrs Of Vessels O a 01lferept Flags

1A £ aeA (es yes, at -a. s eplental sheet sbwine fle of Other vessels.
fishery, s;edes. qua ntjies. as. lcatlons and scecltic
actlvties requested.)

- iulIdenti.
-ae of Vessel ,MYS GROZZY 2. fier (Call Sips) EUDS

I. 
T
n-e of Vessel Stern Trawler 4. Lengt 84

S. Gross Tenage 21328 's eteae 845 'uevn 1,
%at. Trsng -- 7. Sneed -ats__ "

8. COmer's Xea and Atdress Koraskovakela Bza Okoanichekoago

Rybolovatva, orsnakov, USSR •

9. T at P essing Egu;.nt Freezer, fish ceal plat, filleter

10. Fisheries for uihi Penelt is tewuested:

P ans , Te.... Se I Ceer To 1e Used , Can--Nirl t nelsn

OSA Pollock Midwater Trawl IC I
otto TrawlPacific Cad IC I

Yellowfisn Sole IC X
Other Plsundert •ISf
Atka Mackerel . IX
Hrring x I I
Pacific Ocean 'arch a x
Other Groundfi lh x I I

0A Pollock Midwater Trawl x
Botto.nTrawl

Pacific Cd x
FloSndera - x x
Pacific Ocean erch X
other Sockfiih as It I
Other Oroundfi h IC I
Atka iackerol a I I

HOC Bakes Midwataer Trawl x I
Jack Mackeral x I

11. Are fishing Activities tauested ins .atnrt of Vessels of a Offerent tlag:
f1l0 Y (i 'yes. atcash su;Pi-Ietal sheet s-$,wing, flat eofher vessels.

Nor es. staS d',at$, noryatlens and s-etic
acivities reees.tad. )

NOTICES

ViISIV V:laS~ ui~tTrlC
5 

(olnsil

- vessel " POYCOFSCVA - visual lett- "

- Z. fler (Call Sign) _ _ _

1. Type at Vessel Stern trawler 4. Length 04

S. Brass Tonna; - 2326 --. sat Tonenge 842 7. _ Ol,8 ) 1LL-
8. ner's Snae and Address ornakovakaja Boza Okoanechonoogo

RvboloVstVa. ororkov. USSR

9. Tlyes qf 5'550a35fl tquFtnc I -a P a c94.5. nsn.S .sias5- *i55,.Ca,.

BSA Pollock lidwater Trawl x x
Patton TrawlPacific Cd a C I

Yellowfin Sole * I I
Other Flounderi - I At
Atka Mackerel I
Barring IC I
Pacific Ocean rch
other Groundfi I sC*IC

GOA Pollock - MldwaterTrawl C I

Pacific Cod Battan Trawl
Flounders x IC
Pacific Ocean arch x I
Other lockfiah a x IC
Other Groundfi. h x
Atka Backerel I

ROC Hake Kidwater-Trawl
Jack Mackerel I

a.
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10. Fisheries far A10a Permit Is Veruasted.

plas Teret Scees I C,4, 72 Cn U101i [a-hr 7vi,itT7.7,01s

BSA Pollock 1ld.ater Trawl x x
Bottom Trawl

Pacific Cad X x
Yellewfin Sole x x I
Other Flounder x x
Atka Mackerel * x x
H Barring It x
Pacific Ocean erch"" x x
other Oroundfl ;h - x x

GOA Pollock MlIdwater Trawl x x

Pacific Cod Botto Trawl I
Flounders *x x
Pacific Ocean arch x X
Other Rockfiah :s x I
Other Groundfih I IC
Atka Mackerel Ix x

W0C Hake Midwator Trawl x x
Jack Mackerel Ix x

1i. Are Fishilng Ac1ties SUILast in Sangort of Vessels of a Cifflamet flags

BejVi If yes. 1tai susnn1s 551 s 1 oif atlen ill.
fisl., stedes. Tltits. dates. IcctlCfns and l5ed5lfleastlties reques ".ed.)

Visual1Ide-sal*. S

1. Xae o Vessel REVOLYUTSIO.SS - 2. fer (Vall Sigs) ,C

3. Iya of Vess l Stern Trawler 4. Lenq s

S. Goss Tonage 2827 a. ge Tarnage 019 7. Stgeed ( lknot) 12

8. Omer's Ursa and Address lskhodkinakaja tiaza Aktivnoelo Norekego

Ryholovatva. Uakho a, USSR.

9. Ty;es of Processing Eq uf;t Freezer. Finh meal plant

10. Fisheries for ilch Peti* IS PAI aStdad

ples I Tar+ Totas _ l 6., TO Bn Ua04 i ir'h a..fsla .t".l 0,.

Bz! Pollock didwater Trawl x I
Botto Trawl

Pacific Cod I IC
?Yolowfin Sole ' IC
Other Flounder; Ix x
Atka Mackerel a I
Herring I X I
Pacific Ocean arch I I
other Groundfi :h x x I

GOA Pollock Midwater Trawl x I

Pacific c Botto Trawl

Flounders - iC
Pacific Ocean arch It I
Other Rocsfishi a IX
Other Groundfi h X I
Atka Backorel i x

ROC Hake Midwater Trawl X x
Jack Mackerel x I IC

11. Are FIshinq Activities Rectested in Suyqrt of Vessels ot a ifferont Flgs

f Io ayes. (If yes. atach suotle-as slat s ls dr Flag of ostar vasslis,
ileSy. iles, antitle. dases. jgcatlcs ard sastfit
actliles rMested.)



NOTICES

. ae of Vessel TAFX _ 2. ier (cull IC) USV

3. -Tate of Veel Stern trawler 4. Le 85

9.Gos 0000- 3170 . elcne 1225 12,0

8. O arAs 0 ,m Xorakovbk3ja Bata OkaMnicheakogo

Rybolovstva, Korskovw, USSR -

9. TTs of Ptcessi Ejf= ereezeo. fish zzeal plant

10. Fls eries for 1Wch Peidt Is eq.es.:

P ITooet Sredes I ree, 7a Sofe Z- C.-4f P 0'szIrn,

BSA Pollock Hidwater Trawl x x
; • ROttan Trawl

Pacific C o T x x
YellowS in Sole x x
Other Flounder x x
Atka mackerel X x
Herding -x X

Pacific Ocean ereh - a a
Other Groundfif x- x

GOA Pollock Midwater Trawl x x
Bottom Trawl

Pacific Cod x x
Flounders - x a
Pacific Ocean erch X x
Other Rockfish, -X x
Other Groundfi b X x
Atka Mackerel x x

VOC Hake lidwater'Trawl X x
Jack Mackerel '

11. Are FCshing Aoitios d Rer-td In !,rt_ of Vos.elS of a Cffe, t f1ogi

fistoy 'sds oootes. CteOs. 0001000' 4=3 szetlf

180 ''' I T1TI' e$S rff18t ts.)

-- - - ral (fe-i-
1..CLeta of Venal ALASR - . fer (1Call Sl,) EL'0

3 Te of Vessel StomTrawler 4. Lc318 83

-5. Gmma- Toooobo .Rl.....6 .o eer3 09 7. lots, p(Is) 2.0
0.U _j.r SaUte-s erovono~ 0. J000~N

Sdlov.tv. Fetro~svl ovk-e--hot l/i USSR

9. Types of ProootssIe7 SqsC,=mt Secener. Sinh Meal Plant

10. Flserfos fr U70ohISritS Is ;F.oses Aa:

Wg TIt eeles I ,el h fret

B-SA Pollock Midwater Trawl x X
otten Trawl

Pacific Cod
Yellowfin sole x x
Other Flounder; x X
Atka Mackerel a t I
Herring X I
Pacific Ocean -rch x X
Other Gremdfi h x x

GOA. Pollock Midwater Trawl X X
eotto, Trawl

Pacific Cod P T a

Flounders a I
Pacific Ocean rch x X
Other Rockfish " - X X
Other Groundfi;h x .I
Atka Mackerel X X

WOC Hake M idwater Trawl x a
Jack Mlckerel x a

1t. Are FI s,-l ATditICS 7t0 0-0 In : -- . Cf Vessels of 4 flfer t 1 11:

,. A C/ Yes (fyies. a0*000 ollIe 00l Skeet sl',,f" flav of olker o!iSals.
flser .Celea. 004 MlS. 00. 10014100 =0 sz.tf IC
aleeS etel5)

- ~ A? 71a ofreF-

=-=4 e vsoll xoyr i.tvrSAt Z. fle? (WI 51p) r7=

3'. r.4 0f Teol Ate Trale x. Lt,,-% 84
9Crtu sa - 26 .. .

4
fRL 842 7. L-eta (70000) 22.0

. O k etIrewlr . lsa Par.

71. Tjnf 7r::zste2 Ezofboro 11-il vF' el- 9111 Pil1t.

12. Flitets ft, Wes~ 7oe"t Is zroelotvl

D ., Pollock Iidwater Trawl x
va t ta Trawl

Pacilei Cod x
Tollowfio x

I • li'Oherl

Atka Kankerel * .
k llerric-; x

Pacific ccea 'arch x
Other Gronuc ft b z

GOA Pollock Aherater Trawl se x
55±50.5 Trawl

Pacific cod a a
acadere

Pacific 0CC, erh xa
other r erkt' " x
052er Grc-mIti x x
Atka KOrad- r1 h 

x  
x

I lOI&Ca M~dater- Tra~d x X

lack Mackerel . a x

zemGt- (4 f T=,ls ef a l1tosem ett174

Tea (fY. 17 3 tfO P741 .f of MU X x 4.
-C-1f.zeIl2. C;41Z -#. Cats. 700000 JoS oieftZ

esstist OC7, WT 1I R

O hrP:3t ?Y'.I1I rt or u. C

9.trus~o-s, 222? t. e- ~- "Zo 7. LouzIta .2...M
a. Caorrs Ir-a t-: .50±fn ioRkcal 7Zx tivosnm nrslsn

wytloTatva, :--4-~,23rx

9.t bS f L-0: Al Preezer, fis-h 031 p4ant. fil etr

A ollck l --,ter Trawl at x

P•f 5o 5 TrawlPaclwIfi Cola x
Other Flra=Ir x
Atka Hozcrl a
IlerfitO- a
PaocIfic C5.0, arch~-
oth~er Grcssodfl x

GMA Pollock1 lidorater -rawl x x
505555 Trawl

P" iesor - a
Pacific Cean arcls3 x
OtheCr rfl~fia x x
Other crco-:tdfi 3t xAtk r~kaa It
Jack Mackerel x X

It. Sn IL1,i.sto vir'eCs Za,=.zA Cl 7s e of Tsel a, o f l'rt rt:
I

~77ia(('rt res reoo-e al Ol fr' fa; --foa -, u.4fo.Tes oi IOtf.(151 50.~001a0 00'
000749002
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NOTICES

________________________ 4foq? 7f- ag~oo
Vsufsal Identi-

of Vessel rOTOS 2. fier (Call Sign) ESCA

3: Type of vessal StorO trawler 4. LgrgtU as
S. Gross Tcnnaogo 2690 _=:I t9To0, e 926 r ) 12

_ ___________ 7. lSet (krots) 12___

8. er's j,, ve Address Uahhodirnaka's a Baza Aktisogo Morekoqo

Rybolovatva, Ilakhodka, USSR.

9. Tyes of Pcc Freezer, fish eal plant

10. Fishteries for WiRch Penilt Is Rmest:d

I1. AreFIshr0 Actllotos e quested in Suor of Vessels of a Different Flag:.W ~o C yes (If yes- ottach suoeeslro sheet lving flag of other vessels.
flshery, specles. CWa.t.lIes. gates. Ioctons AM0 scacific
actii;ties rees.td. )

-.. /

FloSlel VrlSa I VUvrTUUU1 IN 15' . ,aS~Tls. Od I
.'T- * - Visual lde~rtI-==a- of Vessel POINA ,sfleealI SISO) t'OQ _

3: Type of VesSl Stern trawler 4. Le th 84
S. ress rOnr, ;o - =690 -- . e t T .a e 926 7. S001 ( ,0M. ) 12 8

8. (wneor' Uve and Address llakhodkinakaja Daze Aktiveego iEerakogo
Rybolovetva, IHakhedka, USSR.

9. Types of pcess Ee;ls t Froozort fish neal plant

10. Fisheries fer 7.,ht10 perit Is pZVe S,:Ad

plan, 4e_ r eles -Ur 00 Used i Cate"rs t

BSA Pollock Hidwator Trawl x ad
Bottom Trawl

Pacific Cod a 2 2
Yollowfin Sole a a d
Other Flbunder 2 x
Atka Mackerel a d X
ilerring 2 x
Pacific Ocean' erch 2 t
Other Oroundfi h a d. X

GOA Pollock Midwater Trawl x x
Bottom Trawl

Pacific Cod x 2

Flounders 2t a
Pacific Ocean orch x 2

fA xOte Rekih ax so
Other O.rondf th a2
Atka Mackerel a 2 2

WOC Sake Hidwater Trawl x
Jack Mackerel 2 2

11. Are Ffshing Atotifles Retuested in SupIort of Vessels of a Offerent F1l:

Leo TyeS (If ,es. ate Setebeal sheet s eg 100 of Oter Tessels.flsry. sleelos. uartftles, za:as, Iccettees and secafiSc
cteltles rezuested.)

F|larl Irt Ure% I Gar To to Used I thfl, e-Aesce 0t0er SalOOy

05h Pollock Hidwater Trawl 2 x
Rettan Trawl

Pacific Cod G Ta x
Yollowfin Sale x 2
Other Ploundert I x
Atkn Mackerel x x
Herring X 2
Pacific Oco -arch X 12
Other Groundf Ih2

GOA Pollock Hlidoator Trawl 2 ad
Bottoe TrawI

Pacific Cod a 2
Ploundera x
Pacific Ocean arch d2
other lockfiah a x 2
Other Groundfi h x 2
At"n sackorol 2 x

w00 Ml o IlLdwater Trawl x 2
Jack Mackerel 2 x

FEDERAL'REGISTER, VOL 42, NO. 21.--TUESDAY, NOVEMBER 8, 1977

K= of vassal 2. fe (call I) 

-. Type of VaSsal Stern Trawler 4. tcfg5t 04., MRs (lss -12".7

S. Dross Tenragt 2690 6. Rit Toa0rea 926 7. ie.en t) 12.7

8. 0-er's e= Ad AldrtsS lakhodkinDlaja Daze Akt,&vnogo Horokoqo

Rybolovotva, Oakhodka, USSR

9. T of PrcctssIbo Ejfp Freezer, fish meal plant, filloto ,

10. Fiseries for Vhh remit Is ftqested:

p Is T.11 Seosri I ., To Boel 0 %lo______

ES Polleck Midwater Trawl x x
Bfttsn Trawl

Pacific Cod x X
Yellowfin Sole x x
Other Flounder, It x
Atka Mackerel x x
Herring 1 x X
Pacific Ocean arch so a a
Other Groundfi h x x

OA Pollock Midwator TraWl x x
Botteos Trawl

Pacific Cod T X .
lounde' - 2 2
0acific Ocean Orc k x st
Other Rockfishis x x
Other Groundfi h 0 x x
Atka Mackorol x x

WOC Hake Ididwator Trawl x x
Jack Mackerel x x

11. Are Fishle Actitiels Rrmsted in Support of Vestals of a Differelt Flag

a no C eo (If i s. Attach s- oIrenal 02to s?_eloj flag Of otor ollols,
5000700e. eofl:tles, Cates, IOlCdts &d sc5fflC

actl ltloes r"Iostad.I

poISlea l SM :STIFICATCR FP^4 (yoeveeJZ,- U d
--F70F0eo of Vessel 1,1S ZILtUVT vlsual Idoti.

.2. for (call $f51) ________

3T. e of Vesol stern trawler 4. te t U

S. Gross Tnet-ea - 6. to To'reO_____ 7. $ca (tst)

8. CwnOrls AM ed Address Devo.avanaa Oce Uv.eaxc,,eoKogv

hylolovatva, bovotKa3a wavanr, URO!

9. Types of Prc.ssfg Eirojlet Fish meal plant, freezer

10. Fisheries for Whic., Vermlrt IS aqestaj

PINS Tret Ueoles I Velt TO 8? RooI C4..oSfl P AU .,C .

BSA POllock 14idwator Trawl x x
Bottom Trawl

Pacific Cod a x
- ollowfin Sole x a
Other Flounder x 2s
Atka Mackerel x 2

- Herring x 2
Pacific Ocean orch xI x
Other Groundfl h x x

GOA Pollock Mldwator Trawl x x
Bottori Trawl

Pacific Cod.
Flounders a d
Pacific Ocean erch x 2
Other Rockfish x a
Other Groundfi h 2 2
Atka Mackerel 2 x

WOO Make Midwator Trawl a x
Jack Mackerel x 2

I1. Are Fisngl; Activiles PSeted In SU;t;e of Vassals Of a Different 11l1

L010 L" CeS (if os. ltoSaus e-atl stIC flag of Ot.sr cqsstaO,
tlsp, r .efete Wes. dat Iccad1c. AM scat fi



NOTICES 58=3

Tr" ofa at onl Stern trawler 4. t=701 si

S. t0a7t Taami 31"___ r. rat 
T
a-4r 525 . aa#(-n) -

5.M cna at r="mt Ess4aaat Sneeze r. b MeA Rannt. On'r'

nIxf~atat tar FoMst arftt s Laasta;

R51 Feflecl Ktdsator Trawl x K
ratten Trawl

- Seattle set
Pather tona kc x
nAt~ Iacterel x K
Uferrng It x
netatie OceA anrchl x
otber Craainafl It

am0 SaKal pidwatar Trawl x
zatten Trawl

Va491n1c oOra x x
Mtar )Ieekttah * K x

Other OresantAtft

UKq ROaM I lttwatar 'Trawl x

fumr7 4t(I W" a. uto laant oa Tmun fat a!mm "47:anla
fWRa4 Ta ty an vtanpras tt Ift l f 0%.C a sIs

aettstlosroatMOMt

~~~~ (taer (411a Upast

f. 7Twa acrperStare trawler , plant

l ,t t Ot. Utet .z" -

a.~~~~~~~~~ inn atsu~an~ rezr lbna ln

."

171
I.IA Funss sasIaaat 47;gsstf InzmC Ierm r t 4aas , Citftaat fl*5s

A*:7a (ff 2V4. garst ~,tlroa stats stel" tt7 ate rI( os
flps saa, Ca'Aao. UMt, laatirt an4 r7rtt a

rtcrs ~ 'n
t

r~r-a rv-s rr-t..v r~. ~tR- 77-DaD?
StateS tent.

'1. tnt a~ tataa~ nat S. ttor (Aa~t Vn tVS3
S. S~flt at ~ana Stern trawlac ~ trtt 04
t ~ ~~'a~_________ tat rt-n......~5...,. S. aa~nt .~L
4. Far's tan an tatarn rekt~Snata1a rare fletomnp FaraZeqa

w4 trler~wa. ratteata, usza.

1'. Sfi 7rnstt.'enn aroozsa ,a; - -- -.

vA V etea FltltvWater tral x It
zattan Trawl,

attar nqr=Iar x x
lake 1144%raL It x
netl xsr xr~
Omter Oenft x K

mn SeSUl* SWeater trawl K K
rattan trAwl

ftattle Carl a Kt

Seattl ('attn cre4s - K x
Ottar tzgtetsr- x K x

jact lase

441t0 (a tt. = fl, .1T-ss stt TIMM t I ate natss
r tttsr vwn C5rt attit 0tta zat "=ets

flflatttI rz 742.

Str-~tn tv-1553

t. Anrrte Pz.ra :=%-r ~~cn~Z.

12 fS. f tata at -1 4t17t M Z tzttf fl~ne-s ea.pat

I,

tlatr trawl1

mearl a-t K K I

Tettewtl ratt an - K K

tice czalram Ksc K
Sattr Z=%fse eh
Ottar 4reft xs K x

001 Sa~ce SatrM4 K K
lac V tteI11n. traw
Seatle Ct Kr

du ct(t a as 4534 =satss 0n otd- ata 7ue-ar.
11e, aenasO. ea'r.- at. axt atl=n 5 Sa
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Mt fWvrfoS f.1 .- 'VVVW faat 4r aT$nn

palieek Mideter Trawl xo x
pettee Trawl

Ot40r Flonar K K
AtNU~ Stackre

Other oresat x

Ponlea xlattr Trawl, K K
ISettee Trawl

Pacific Cat K K

pacIfic Omcan arxchK K
other Oektb K
Otar aranif tK K
MabO StadarelK

Hale Oltdwater Trawl x K
orckSaebrl * K K 1! ___



58340

Flsm4K07 VESSEL !Ct!P?CATIC'0 WX~ rWc'oNc tg w -
visual Ideoti-

1. Rene of Vessel rCOR 7GP. 2. fret (Call Sign) EIC'i

3. Type of Vessel Stern trawl.r 4. Langt7 84

S. Gross Tcr.nn;e -_ _UL 6. mi Ton aeb___ 7. See4 (trots)

B. Cwner's je and Addrss - RorcaWovkaja raza Okeanichczxogo

Rybolovatva, KOralO.OV, USSR

9. Typed of Protassing Equl,_nt Freezer, fish coaL plat, filltr

I. Flshtrfes for 9,ile Permit Is P.Couested:

91000 1"qI I c-de To . Jt Ca.-tI

Pollock

Pacific Cod
Yollowfin Sole
Other Flounder
Atka Mackorel
Herring
Pacific Ocean
Other Oroundfl

Pollock

Pacific Cod
Flounders
Pacific Ocean
Other Rockfish
Other Groundfi
Atka Mackerol

lidwaterTrawl
Sett= Trawl

arch
Lh

Midwater Trawl
Pottom Trawl

'erch 

;h C

OW Ilake iMdwater Trawl I
1.ack Mackerel j ______ I-x X

I1. Are Flshlq Acdoties 2e:zestid n Sopport of Vessels of a Dfferent Flag:

uT O Yto. (If 'S.. sota le-h.l stots 0u flag of cor vessels.
It c ate 0 soacifls w.ftseltb, sepofs, od¢.~e a, e l - Ms~ff

PITS1II V 5010SSMZtEMFCO ICI15 055201 So. A74 ?.P 7 0 .. a~c~ I
- - VTsual tdentf- -

... NOoe of Vessel DRUSM1A USSR-GD " 2. fier (Call Sign) 0,4043

3, Type of VassalSta
n

Trawlor .4. tengv 82

S. Cross T inna ; 2154 6. S.t Tonreoe 762 7. Se t (trot) 14.44

8. 6.er' , 4= and A4dress Hakhodkinakaja Baza Akivbogo Morekogo

Rybolovtva, Nakhodka, USSR

9. Types of PrtcCsslCS rquf;-ent Freezer, fish real plant, fillotr

0. FIsteries for 'Nobe Peit IS f.eguessA:

ens Terret Scenl;s I S-er To Be Useo Ca nothfra peM-s1'. ,er Suco.r-

BOA Pollock - Midwater Trawl x IC
Sottee Trawl

Pacific Cod B Ta IC
Yollowfin Sole I o
Other Flounderb . I
Atka Mackerel x I
lorring I I
Pacific Ocean !-arch X I
Other Groundfi fh x I I

GOA Pollock Midwater Trawl x X
Bottom. Trawl

Pacific Cod x I
Flounders e x
Pacific-ocean erch I
Other Roolcfish s IC IC
other Groundfi h so I
Atka Mackrel s I

Woe Hake hRdwater Trawl I IC
Jack Mackerel e gI

II. Are Fishng Activities 2vested In Suort of Vessels of a Differoot p.g:

WN0 7 yes (If oS, attach s Seebos t shoMnlf f of otpw' vessels.
ffstoerp, s2eCs, 0cu00. tles, aloat-a ns nd s0e:i0 .
ect'Ite le r tSe td.)

NoTICES

1. Raa of Vessel PRI VOVED 2. fier (call Si;l) rE c

3. Type of Vessal Storn trawler 4, Leilth 82

S. Oros T0nnag 2154 6. So Torago 7 7. 2204 (k to 14,49

8. Ser's 3aee and aessakhodk nskaja Baza Aktivnogo lorskogo nybolovotva,

Makhodka, USSR.

9. Typts of Pm.essfr; ulet.to . Freozer, fish coal plant.

P1=71 T-ert Settles I r- To 0o Uek Ca- hi" I-11,

BOA Pollock Hidwater Trawl IC I
d ottom Trawl

Pacific ced e I iC
Yollewfin Sale - iC
Other Flounderi X IC
Atka Mackerel x I
Herrinj IC ICPacific Ocean -arch C is 0
other Greundfi h x x C I

OA Pollock Hidwater Trawl I x
Batten Trawl

Pacific Cod CIs Is
Flounders IC x
Pacific ocean arch IC IC
Other Rockfish a x I IC
Other Greundfi h x IC I
Atka Mackerel. xC I

WOO Hake Midwater Trawl ICx
Jlack Mackerel I C s

11. A (sM igAtvitles Sefemtgd 00 Support of Vesse of a 0ifflerlt Fas

71 LTelY (If yes. o;ate1t 'uple-eial salet otiveb flo of o.or 05s5 ls
ftilo, 02001 . Quanilties, da0000 Iasatafns 01e sceilf c
activlt$es reqestad*
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I

IS. Fisheries for W Pernf 0 0:

plas r7oot Seotleo I relr To oo o I Wthf'l L

BsA Pollock Midwater Trawl I s
Bottom Trawl

Pacific Cod
Yellowfirs Sole at x
Other Floundor s o I
Atka Mackerel s o x
Herring Is I
Pacific Ocean -arch Ix I
Other Oroundfi :h •x go

GOA Pollock Midwator Trawl x x
Botton TrawlPacific Cod " C X

Flounders • x x
Pacific Ocean roch - J s
Other GRockfioh Is I x
Other Orounfi h C X X
Atka Mackorol gC o

WOO Hake 4idwator Trawl x I
Jack Mackerel C I x

II. Arefishfnl Actllties ROe"tt in Support of Vosloll Of a Olffe't F1oqi

,E o g yes (If Yeso attaco SWPlnetol Sh2ot sr7rMJ flag of o4e ,e1sels,

Oltites roqesto.)

't ls alt.end so-

I. Ooze of fessel OZER=TPS" OyOClZ z. f'UA11 $14en ESl

2.tir (coIl SIqn) EOSCE
3. Type of Vessel Store trawler 4. Length as

5. Cress Tona;e 2690 6. rat To, ao 926 7. $ d (t00t) 13.0.

8. Oser's Sote and Addres uakhodkki~a:ja Paza Altivnogo Mor-t4eg•

Rybolovotva, Makhodka, UOiS9 -

9. Types of Forassing tcufnt F reezer, fish mool plant

IS. fsoerfts for WhicbS Porit Is Scocosted:



NOTICES

.teeof 7eso0 0.BT.00.T .2. fie, (Call IS,) oiL.

. Ty;e of 7-el Steor aler . , 82
. 8 7=se .2 0 - --6. 89 7. s L.

S. Oe-ol .028 -1o Address iatdodkinokaja Bara AkAtIro75o Henkrak
- Rvbalovstva Irkhodha. USSR

-9. lyaes of Pt Cosoj Ft~e reezer, fish zeal Plant

10. Fls.ies !a 1S1h ersit Is 7 -ae ed

fPlea ! Tamet S-ina I SI-r 70 ?# 'led I ttr,, o

BA Pollock Hidwater Trawl x x
Btton Trawl

Pacific Cod x x
yellowfin Sole x x
Other Flounder x x
At a Hackerel x
Herring , *
pacific Ocean rch X
Other Grondfi h x x

GOA Pollock Hidwater Trawl x x
Bottom Trawl

Pacific Cod x X
Flounders x x
Pacific Ocean .rch
other Rockfish as
other Gracndfi~sh x x
.. a ;ackerel _x

WOC Hake - idwater Trawl x x
'Jack Hackerel x K

11. Are FIsir Ac-fvltles U-nosted to S.;sert Cf YtesC;s Cf I -Iff tleg

K7v :,o /c yes (if seC. &cttat elotltil I-let s'rttflao of oso', ve-41
fls5xr7. 5Ccfes. eVo':Vs. Cans. 000128 VA stesIfo
acOStiteCsetd.

"ZUBOVO -- ll"t-
1. ?lte of Vessel 2.08 fl (CoIalleetf. -1

3. Type of Vessal tern tr'wler 4. Ler-l 73

1976 9. .e00: -e_______ 7 (L"W 3

a. Orss CN= ard A-,OI ronsakavakaja Baro OkcanichcaCogo,
Rybolovstva. yerzalov, U$S..

9. Tiseso of PArs-uole !etfe- k 0ceer, fish coal plnt, zeal treatment

Line, cannery

M0 Fisheries for CltS Per-it Is Fatseste:

Sel Teo Snnea I C-r, To FA~e ]szl C 050

BSA Pollock Hidwater -Trawl x x
Botton Trawl

Pacific Co d
Yello in Sole I x
Other Flounder: .
Atka Hacker x. -
Herring x x
Pacific Ocean -erch x x
other Grondfi ;h X

G0A Pollock Hidwater Trawl x x
Bottom Trawl

Pacific Cod x x
Flounder" x X
Pacific Ocean erch x
other Rockfish s x X

Other Groundfi th a x
Atka Hackerel x X

OC Hake Hidater Trawl s X
Jack Mackerel x 11

11. Ar Josir Ac-tlies Setitin Ssetof Vestof a Clffewe* 311p0

.0 7Ys(V e.ato 1~een Sfeto sitAr,; 1 117 of os-os stools.,
osst "Cait~ts.Cas. OicitioS IS sttlfic

Coiites sSstrd.)

.!-

.8* - f |Ill i 8 ff1? (WT I

2. r-.* of T Orl stern tralner a ..

Crz t1 S. ti l:e C: 7. ! 1 (,-=1
!!--aw v i ? A ess h oaza

rytlolvatva, Fzrn, .1 =

. o ;,nt E qrti' , sss flail coal Plant. filictar

17~JF~l s f l ¢ : £ 7r-41ti

C IJ ho tr -tS "

D5 Callctk 111dwater Trawl x so

P Cd 2ttc Trawl
7lelc¢ln roll -
Oth:or n-e er x I X

At llk ttater so x

Pack ificel s x(Iuf )t C28 x2C'2 xOS?7fi f21 fZ1

vafttcr ocoa ex.ca8s xis .an x8a-oe~~

Atka nct r -41.J

1'1 Srl.l~fl ' fltY1 T, f f i) ---- -,s

Pouc1/ at 0Aa'tt.
Othe ~~ -'. U' , ?-(l"

.-T:-A Cf Ttsil) v?.'t0. Z . fit? cult VI - Vriy

2.? t C oifar Traer 4. r" O

a.er' 8 - LSor sur S' re'eoI',xa4~

2. TjS5 of 25C='I e-r' Seerer. lh Val Plat, ator'

12. Itlnts #:r ZOOt Pvrnit fIS t-e-.

0% c-- lldater Trawl X05k Palcalt Cotten0 Trawl
Pacific Cad so x
Yellcwfin Zole x s o
Other Prc0?.-der " xAtka Oicleral -K I

ltennl.=klO I - x

Paciflec eo., archo*
Other Grcaaif1 bs x x

CM%. Pollck Jitidwater Trawl x X
Cott'=55 Trawl

Pacific cl x x
Pacific Cea endS x I
Other rcaahtioh a 3 1
Other Grc=Afdli1% x x
Atka raz~cral x x

V=C rake IXidvater TrrAl x is
Zack Kaearel so x

It. Arefs.9- 9it Ztts 7.851,s Cf WsiTu of a Cilutet Flip
(7l f et Itf 200. A==V senr i 21 tee fl Cf a--A-,7t21'.

- fit , ee. 480.ss.Snt- ssaO
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58342 NOTIC

1. le of Vessel hTS Cl0tOVSIOO0" 2. fier (Call jitnl EUDU

3. Tse of Vessel Stoe trawler 4. tent20 84

S. Gross Toeoooe 2326 6. 000100n,51 842- 7 ___

0. 0 enors a_*.40 Addr"s hZor.akoviaya Bazo Okoantclaeakogo

Rybolovatva. rorsakv, USSR

9. types Of Pr000$$t0 Evliset Freezer, Fizh moal plaht, filloter

O. Flsheries for 1h.l% Peroit Is ?.,1es ed:

BSk Pollock lidwter Trawl I I
* Rotten Trawl

Pacific Cod - I x
Yollowfin Sole " I
Other Flbunder , I

Atka Hackerbd IC I
Herring XIC
Pacific Ocean erch - x
Othor Groundfl h I x

OOA Pollock Midwate Trawl I
Bottom Trawl

Pacific Cod
Flounders . I I
Pacific.cean earch I . I
Other Rockfiaoh : I I

Other Groundfi h C I

Atka Mackerel I

WOC Iake M)idator Trawl I
Jack Mackerel X I

11. Are Flishlq Actlvlties Requested in ueport of Vessels of a Clffgroot k(14: I-

0 Te (If e.s 021319t nplshnlal 311 s r; fltog of4 thr0essels,
flote., specles, 1100111es. date$, 0000010 44 SaOCIf I
acivlles roetstad. )

,,,.,u= ,E S ,o"I, I.-,1 ,0,f C ,r;) ---2 .3 /C , 7
1. Xame of Vessel LESOG . - 2. vier (Call Sll

3. T pe of q essd stern trasler 4. as02215 _ 5

S. C ro Tna, 0 2690 5. Rat Tc .0o 925 7. 000e.0 r0dkn) 22,0

a. Om"s 300 oend 3dress Xora-ovarkazaMaa oxcanichookogo

llybolevstvo, llro/eva UZZ1(

9. tsyoS of Trocosoo s 0e0ipot Frcezer, fish coal plant

10. Fisheries for 0h119 pe11it Is 2o13esoto:

Tal S111 illP otI Str
* ' I Bevs 10 1Plens I TPret 1010 5ee 1 0104IC0OI, f000,fes ,0

0BSA Pollock Mlidwater Trawl I x
rotton Trawl

Pacific Cod x IS
Yellowfin Sole I x
other Flounder C I I
Atka Mackerel I
Hlerring
Pacific Ocean arech 2
Other Oroundfi ;h I I

G0A Pollock Midwater Trawl x I
o Botton TrawlPacli t Cod IC I

Flounders I I
Pacific Ocean arch C s C
other ORoukfiah a I C I
Other rouedfi h I I
At a Mackerel , Is

00c Hake 0 lidator Trawl X IC
Jack Mackerel X

11. Ae Fishing ctiflties Re3s011 In Supegr of vessels of 4 lifferec F1:00

,C'110 L I7 Y fes. 011319 tt=s4le'l 010sleo IM -130" of cter oessels.
fvse$, 11001es, qu0010. ==. Iotuts 00 1111100

aetloltles requste1d.)

-33 of yassl rQES2I4Y5 " - 2. f itr (Call S5n)- E!SXT

- p, T- e of Ve Ie l S te mn T r a w l er .4. W t h 82

ress Toiuggi 2690 6. Hat ooe 926 1. krllj) 1 .

r. cae ==r &a914Cr-o vet~r~alvovnkaa P130- 0k'oanl o~cbnnio -

Rybolovatva Poftropavlovt--atha tohl i.,1R,,

9. y';es af poacoasl4 Tlj;.et FreOzer, pioh heal Plant, Cinrery

10. Flsherles for 1At,-1 ZrIt Is Pdestdd:

Fistnel7 I Ii-o Plan C. Ta 0 CA1V .Sim

BSA Pollock Hidwater Trawl x IS
Rottn Trawl

Pacifi c Cod x x
Yelowfin Sole x x
Other Flound0r I IS
Atka Hackrel x I
Herring x x
Pacific Ocean rth " I
Other Oroundf ih , t x

GOA Pollock lidwator Trawl x I
Bottom Trawl

Pacific Cod I S I
Flounders - x
Pacific Ocean arch - C IC
Other Rockfihnt x x
Other Groundfi x x
Atka Mackerel x i

HOC Hake Midwater Trawl x x
Jack Mackerel X x

11. Are/nIolin Actvities ReJesttd In Su-oart of Va3lais of a lDf.reot 714

NO 0 gas (if y.tosola ,ssolvelia1 0-d- Sg' fla of 01au -'-'tll-
aotivities rtq103lrl.)

FIVsZal WSSE1-

1. 0000 of Vessel ALV= Wl41A1lTU - . fit, (Call Sill rer l

3. Tyle of Vesol Stern trawler 4. tL,:11 0'.

S. Oron 1,N. 3170 6. 1 Toez;, 1225 7. S-e4 Wtil. 12.0
S. (Comr's 3=: Ard A/dress P CtroPAVloVaknJA 11,7.01011or

RyboloVatva. P t roovl ovsk-gamch.tsk f l-U.C

9 lsesofProoo~o~0119101 oTozoIS, fish roal plant, cannery

10. Fisherils for h,1 Pet is g1 a.eslod:
I Tisery I a00 I Ce i 0 ,

BSA Pollock Hidwater Trawl x x
Bottoe Trawl

Pacific Cod IC
Yollowfin SOl0 I I
Other Flounderi x
Atka Mackerel I C
Herring x I
Pacific Ocean erch IC IC
Other Oroundfi th IC

OA Pollock Midwator Trawl X IC
Botton Trawl

Pacific Cod IC x
Plounders IX IC
Pacific Ocean erch I IC
Other Rockfioh 0 I IC
Other- Groundfi 0 I x
Atka Mackerel I I

10 Hake Midwator Trawl X x
Jack Mackerel Ix IS

11. Are FIshlt11 A elsfllc 0033s000 In SV01rt of Vessols of 4 lIfeet 01013

£7093 no Uy (if Yes. Arh 5stl.'ts, shoot nag of Oonr v0s0vs.
if$007 v 5110 oottles. 13t33, locaon&-is% 1 5111l

i14t, ro13oeso~
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NOTICES

1. N=~ of Vessel la510oyo 2, ifn (al 1)005

3. Toye of, Pee-t Stora trawpler I.tr 82
Gru--t,2100 6. Ner Tce-zIO 059 7.~g (tlr-W

Rybolovztva. Vlakho!ka, USSR.

9. Tyw ef Prca-ss'-oo E, t1: Preecer. fish ceal p10ct

10. fo).es to-ioch ptai is , Y tt

ItSr Io~ oO. ~~ *.t~~fot * .

BSA Pollock Klidwater Trawl x x

Pacific cod x x
Ylowf in sole -x x

Other Flondcr; x x
Atka Mackerel X X
Herring x x I

Pacific Oceam erch x x
Other Grondfi In - x x

GOA Pollock Midwoter Trawl x x

Pacific cod Trawl
Flounders - It
Pacific ocean 'etch - x I
Other Rockfish - I x
Other Grondfi h X
Atka Mackerel X

w0c Hake Kidwater Trawl x x
Jack Mackerel - x

11. keFishig ,t'S.aities F toatc. In S=-%= cf Ye::eso cf a Mffift ; nlag:
fl~ 7Ys(If yes. .*10 a e- rc*Ic-41 sit vrdro flog Cf cte- %tsill,

fismy nrs "uses nab. v VCS2-d C.eci1f'c
a~iils roZ.00144.)

-- f lItnd
nr -- "e'a t-' s~acunl lt2.* I- -, Z

-t-%= of Vessel SOV6GAV7.2 f W. tie 1 3llI, M=

3. Tye- of Vessel Stern Traler 4. t a;th 84

5. G es TooC o 2690 .. 6. Net Uc-m R .- 1.

S. 0,uerls s a &=d 4.--Is llahodkinskdln Eata Aktinogo Olorskolio nYislovsty
lqaklsodka, USSR.

9. Toyes cf .;-cassfel -" a=et Prfizer. Fish seal plant

10. Fisheries far Voe P,1it is F=te-:

T-t2 I Yue es I rear -o t. V14 C2"b-n U'" p

BSA Pollock - I ldwater Trawl x x
Bottom Trawl

Pacific Cod x I
YelloS.fin Sole x x
Other Finedo ' X
Atka Mackerel * X I

Marring
Pacific Ocean, rch x x
Other Gro-sdfi ;h x x

GOA Pollock Midwater Trawl X . X
Bottee Trawl

Pacific Cod x x I

Plounders 
x

Pacific Ocean etch X X
Other Hockie l s
Other Gr ondfdi X X
Atka Mackerel I X

110C Hake Midwater Tra-l x x
Sack Mackerel x x

11. ;Le 11521*1 kttvltles ; 14etelI toc;rt Cf Sesels of a Dlffe at fleg:
ff17 C/ Yet (if Ye. a52 sc~o1=ta1 Sheet tm U nai* focf Cctr sela.ls

Sete. teO"s.Icav=letz 011 seiC
[grtu -euedj

1. XSa cf Tv"uI .2tz 1514*

3. ljitc efstal 7VIOZS Prccezsir-7 rlaze a. ttr 174
S. firMs14rZ Tz OSI * -4 14*ole 7.10 4.2..0 24-1

a. e~o-ls M=0 v- A. m 0i,0 of Tra-alcm =d~ ltefrileratirg Hal.

TM ct 1=0 Ef-M yrcezer, Prezerves lice, Plahscal Plast.
Plab vreamcj Uiso*

12. flytades t Ims Ive- IS t~ot

13.-- Pollockx z

P a fie cod
Yel2cofin role
Other Fl=-der
Atk Mackerel I
Vertir I
Pacific: cci, ech
Other GOr cdfl h I

CO'S Polloc1k z

Pacific cod x X
foIgrs.Ir e: ch I I

Other rflka PY x
Other Crocz-fi ih
Atha Mackerelx

V=. Ilake I
0ack Mackerel xI

k2.Ce FILte AItInf 14snrsl yta ~ o4111P.21f a ~e~r 71

ff (Ctzfi Ye. a4-s t1'-0a %241-n~s flaY of S'a se-l
-~ ~7es ~ sgir.f q~e'1s. Ce-a. is.lP 2

'A11Inu fr-t.5

1. X-ro Cf IZi1 Ye1 m'l1 F!7' Ido -

2. T~w Cf Penal -por..,-0 'frV7rs-re 4. It-1 l 107
5. crtil zT ll? W22..... .4 =.-aev 9n12 7. LuC =:a rcr q3.

I. I itz f? c- .a t t Is

I .- -- f "t IZ;er
Or-A Polla-Ak

I asiCfl; -c x
Other xlo-e
Atka 11ackeral

I I arch x
%IPollck I

Pacific Cod

flsnleaPazific Ceam arch r
Otter CSoxcflo' 3
Otter Orcc-- t h
Atoka 114ackerel x -

051 ake
ack Mackerel

~1. 2'W t 1101f.- la ;a1n. 1.t'21N1. f a e-. 12s- af rsJ- f:c
X i 2n a121 I.?2*i ao 3 11 f f? A of 1 ou.
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58344 NOTICES

-.- f Visa V -- Visulcnr (Cal. 5f") USL

lr=L Of Vassal o'-al,,rt: Rofriaerator 4. t 131+

S. am$SS Tin -1 .17 6. Nt -mnm 2524 7. Seats (no.s1 26

S. Onr's Nfete lrd 4.1-r:2 Ver-okrybkholodfl n t,

V3adivo tk.bfSSR

?. Ty'fs a! .CtSS;Zj :00050010. -

10. Fish.eries fer *Vitch 'taft Is Pwumstzd:

J :hl_ 9 .... ..00e12. -

Bs Pollock

Pacific Cod
Yollowfin Sole x
Other FlounderxAtka Mackerel

Herring x
Pacific Ocean erch CX

* Other Groundfi h x
P0 FOlock x

Pacific Cod X .

Flounders x
Pacific Ocean erch x
other Rockfish - X

Atka Mackerel X

L Other rudfi In 

x
C Makei

Jack Mackerel

0 e00."Itfes rtets01d.)

Yfs~al ldet-
1. Re.L Of 'vessel OKHOTS QOG ORR' 2. fier (Call Sign) mfPJ

3. Tyse Ot-12soa Tr-n-eor. Rrfrionrator 4. teaotl 187
S. Gross To."a 18302 6. no rhaoue 9802 7. 1Sat. {kneesa . .

8. Cm'aets and AddreSS Votrbkholedflot.

Vludivostok,SSR

9. Tes of Pr-ocssio4 Zqlu.pant

mp!sIS7 7 *o1F C4-11 PC'ffT . ,, .7F -L

7. V4. of Vassal PZOLXV LACRUSA" 2, fie (A"1 Sl,) USED

3. T ef Vessel T.,,nnrt Rcfrietretor 4, t r .. 172

S. GTo: Thonnoe . 13083 a. 'hot Trne 7044 7. so od (kTotj) 20

. Oats lint and .100,22 ti bl'.lanledflot.

Vladivotok .1U5-

9. T000 of :01cst C001J0flt

10. Fisheries "fd2rl Permft i 9-0-01$t:

lis I S-Ho I Inat ro Be Viel CthirdlI

Bs Pollock x

Pacific Cod X
YallowfLn Sole X
Other Flounder X
Atka Mackerel X
Ierring X
Pacific Ocean erch x
Othor Groundfl h x

GOA Pollock X /

Pacific Cod X
Flounders x
Pacific Ocean erch x
Other ROeCk£l1 3 X
Other Groundf ih x
Atka Mackerel X

WOC flake
Jack Mackerel x

11. Arae fsfr Achifvttie Zae~TmtO I& 0!.Orr of Vessels ef a 9ftent fLJ.1
Ifyes. 07010!, s~ol-ntil 0 spit 21 oft t 0121

.. lory. sce-jes. ooT--ids. 01015. lI es~ia t1m dsl-Wt ff

FISIYI'l VTS12 Ml71C1hl T04 ftOl( .1)0

1. Sltm of vessel OS"Ovt 'T.4yA'iqf'GO Z. Ofor (Call sf00) 111V

3. lyoe 'f Vassal rrnn Rl,0fCrfn-t 4. Uplrt% 1170

S. &.S30 lioflO -97915 ,6. lot Torral,* S391 7. S:eO (w000) in-.fl.

S. Curer's 000 Sod 402 eo.orihlor

9. Tyst of P".ntssfog t.oalpt't

I0. Fisheries foft-l b! Permlt tlTestad:

Ter t sre s CGn'"Yo Ue .'Usedd Ote

BSA Pollock -

Pacific Cod x
1 1ollowin Sole x
Other Flounder x
Atka ilackeral x
Hferring x
Pacific Ocean aech x
Other Groundfi h x

GA PoLlock

Pacific Cod I
Flounders x
Pacific Ocean ech
Other Rockfish a I -
Other Grotndfi h x
Atka Mackerel x

I aC flake xJ
ack Mackerel x

It.1 Are.lthfng Activities n eo;tvstt2 i of Vestal; ofA Different Flg:

9-10 7YeS (If yes. attach soolientbl sheet sh-uono nag of other vassals.
-f sooy, $000112. 41tfles. 40100, loc.tis ",d soeci00cOdttllesS ro.estod.

10. Fisheries fzr ef-l Perit s Re .oe$aod

I.
I1

It. Ar"sh," tiitifnfes q lo ilSkd S lc y Of Vessels Of a 0iffttett Fl.g*

a", C Yes f t -' 1 -1-e1 shet I o ful 'fla tf GfAr tS0sl
f10.. sm.of0. GOOI0ftls. ts001. 100011012 f0 Oin

at.01111 00 revoe4:ad.

FEDERAL REGISTER, VOL 42, NO. 215-TUESDAY, NOVEMBER 0, 1977

BA Pollok x

Pacific Cod x
Yellowfin Sole X
other Flounder:
Atka Mackerel X
Mlerging Ix
Pacific Ocean arch x
Other Groundf ih x

GOA Pollock X

Pacific Cod x.I
Flounders X
Pacific Ocean erch *
Other Rockfih X
other Groundi h XI
Atka Mackerel X

wOC Hake X
Jack Mackerel x



NOTICES

FURSW VU-a -TdInT=1 F, VeMMI URi- *7?- RM
-iFnc ~f 1,1111 ovmov r7wJ07O3IZ - . _________

* M 3. eOf l1aI Tzorort 1 jris nter 4. Wq,.A ISO
S. ~ ~ ~ ~ 6 uasT=.~9 *st Tc-nte 5381 p* .1

8. 0 S* amt ad ~rs ~hh1d~t

i' Tes Of Pr Itips ic-lIent _____________________

20. Fftbeea I%-, Wda ft..11 Is ______________ _______ pd:$,

~~~~ S., 3ail To Uso VS4 far..I
BSA Pollock * X

Pacific Cod x
yellofin Sale x
Other Flounde r x
Atka mackerel x
Herring x
POcific Ocean etrch x
other Groundfi x

*OA Vallee% x I

Pacific Cod t
Floundera X
Pacific Ocean etch x
Other *Ckfi In
Other Goundil h
Atk lackarel 

voC Hak
Jack Mackerel x

1it.Fi5.cvhe I.c1 T.e = 1 a~t of tesrTS Of Ci-m SW atl,-

110 TO$71 (If -m. 4=4d 0"ltacl iC .* flag O t.*,s ase
:=se7 sisiez. =Z"~es sn. ICUatla t.-- 1UVO.

1. U=a zF lenei 0511505 SanIDr 2. Iter (CT fp) zss

.3. T.-e zsssal RaeA1efriacrator Z. ISO

S. a Taes owf 79 . Net Soassle 5381 7. Ut" (kca) .n

S. -4= rla 104s M

Te "s of

I. FisOerlts I= Wch tzpostn cxh

R=o' 4 ycast ft-i"es 1-oo aC rM. P1 - Ctl, -A

OSA Polloc

Pacific Cod x
Yelloef in Sole x

other Flouader x
Atkra mackerel

Pacific Ocean rch x
Other Groundfi "h x

OA PollockeI

Pacific cad
Flounders
Pacific Ocean erchx
other Rokfiah z
Other Grovnf hIt
Atka M4acker:l

sO ake
Jack ackerel

it. IeI- Acolle: o 5a rct Of Pes of a Ciforant nap

71 i7 Ts es (if Y"S. ean= c % anrsl tI )-aiP flag af aaler ses
flis. letes ni~tl5.CI.caaicl trA lmxf lc

£cste 'eswe.) -

1. r85* Of vassl 03-2t "-Z=ZC:0 Z. t~(* ~~ ~
2. TJm Of Tnuel Thamovott lctri',raos a* 8

CS. om 4. ______ yT..ne_________pI1

0- zus a4 At"$ v*3t~kvI:4o-.c~o

. ~tct Intmsfni ~~~

12. rli.,*tt fIT Wo 01m fs Z4=*%W'

1114-1 1,-.. 1--4. __________ _____.

BZA Folletk z

Fa"Jf Sc Cod x
Teolowrin :*I* x
Other rlcer x
Atka Mack~erel

Faciic eeean arch
Other Grara.w fi 2

COh Pollock x

7=191ac Cod
I'flounda:,
Pa" tic Ocean arch
Other acki41 x

oo=e Grmt4rt

ackr Itceralx

Am. in fliC to~CS, of~s 'COWS! oest f a Wrf l~

C ra 47 To (if its. 42f--2 5 s7~7?* -?g4 c~ 4 f *o-er 'isits.
-0='e.C~~l2. cans. 9=S~ 01 tfit

ta r~crntCS.S

5. NR.4 .. 1- 1

a. U-4e "f ?onl?'.=rt S rtr .Ls,

12. FIV1-f of. 1& P p2t " f t

. I 11015 fiittstlt A=.11 (a t,:tv? efr1 e 71552 a5 S?5et 4 1

£72 a es Utva. 41%t w~lvt -a,:nn ~f a"*-' -
S-4-41. L-4 =*11554
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I '
l

' ! C .... I .,-a,' ,4 I . - ,.- . i.. .
pi - I =fl '

Pacific Cod
YOUCV9Cin -1,310
Othat Flo--terxIAta 14ckerel

I .it|erxic-1
Pa ftic Ocean arch
Other Grc3-If h

C rollc xk

I cific Cc'
Timrantors
Pacitic OCea3 OMN 1other xtckgia: ia
o her Grc--:4f h .X
Sac Mckre

Atka _____ka

II -

II

I
I

!



- NOTICES

visual Identi-
-t-.mte of Vasal ALTAJSXT, GORY -2. filr (Call Sig.) UJWf

3. Tlpe of Vessel Tranaport Refrigerator .,. LUnqk 153

I. GMrSs TC.nnog -9660 -6. Xet Too,,age 5219 7. Sem (5notS 17

a. Cano*'S I .ad Addrss Voetokrv bholodflot,

Vladivontok.USSR

9. Types of ProcesieS t01± nt

10. FIsheries fe, Witch permlt Is Fez.est&o:

plans
7  

Tae cptfpls I s,',,. To te sl ICainIin 9-;pv04,So

sh Pollock x
Pacific Cod x
Yollo'fn Solo x
Other Flounder x
Atka Mackerel x
sHerring x
Pacific Ocean arch x
Other Groundfi is x

GOA Pollock . - X

Pacific Cod x
Flounders x
Pacific Ocean erch I
Other RMokfish os
Other Groundi hs x
Atka Mackerel

JC Hake e x

11. Are flSPlolttq A1vitl" Re50tSted In 100rt 4f" nesSls of a Differenl Flag:

N o Gr Us (if Yes. at-%0 s0anOleil sheet stc ,; fl Of otper assls.
fIshery settls. J astl:les. UsU0. .cstlws am sce= fli

a t;di soois.l

I=1 of Vassal SA.IHAL1.SrJtE CORY - 1. flae (1alg $ . tSig)

3=.-qo of Veial Tranzoort Rofrigor±,tor J. too3-0 1. .

S. Grsss Tonag 9660 a. Net Tc,; 27 - 7. selo4 WRits) 11.i...

8. Owner's Uza ,5 ardI

Vladivostok lUSR,

9. Types of N.ncessine SlU,an -

10. Fisheeits fee ThIOII Piri10 is P=13sta*

I10 Tarset Scgc eV To 8e ~ i U11 et~____'______ l%' " '11

sh Pollo
c

k x

Pacific Cod xI
.* Yellowfin Sole xI

Other Flounder X
Atka M ackerol x.1 Herring x
Pacific Ocean arch XOther Groundfi h Ix

GOA Pollock

Pacific Cod IC
Floundora x
Pacific Ocean erch
Other Rockfish 3 x
Other GroundfS Ih x
Atka Mackerol X

W0C Hake x
Jack Mackerel K

11. Aresfnlq-kc0±000±as qsesttin4 Sucr Iof Y,92411 of a 01If",rslt F1421

L~~ma L
7

yes yf s x is. 5604 lsl slit e1, 'ag 00 0'-1f0,jsjlj,

= ias415 re t000.)

-~a? 7- -- 0109IlrI

.:,-:" olfo v
9 

eassel MO.ATSKIE GORY 2. flee (Cali 4 Sgn UFRY

3. Tyype of Vessl Traniport Refrigerator " 4. Loog 41 153

S. Gras Tc ea;a 9660 6. ,et Tonnage 5219 7. Steed (koots) 17

6. a es lan ad ayAalds Vostokrbkholodflot -

Vladivostok.IUSSR

9. Types of Processitg £ Cqu'.nt

10. fisheries for Sl¢Ic, Permit Is ,, .. esd:

210______s_ T't51 
0

he kn

as PlockX

Pacific Cod x
YeIlowfin Sole X
Other Flounder - i

Atka " ackerel X
* Pacific Ocean orch x

other Oroundfi Is x
GOA Pollock x

Pacific Cod C
Floosodera I

Other Rockfioh aX
other Groundfi is
Atka Mackrol X

C Make re

7154155555±5'. I±CITIWICO51Il 55"5 (f5515 i U1 ' I? ' dS
visual Ideltt-

I. 'la:e Of Vassoisal5 jP TV GORY 2. flee (Call Silg) )3lI}

3. Ty e of Vessel Tranlport Rofrigeratr 4. te'th 153

S. Gress Tro-go 9660 6. pet0 ronslO 5218 7. t:.od ( h ) 11111
S. Cwoe's .9 and Address Vnolo±rV .hyholodflqt ....

.adlvostokuSs.

. 9. Tyes of ?±-oeosing 0041111

IV. Fisheries feeof±,1 rn lt IL 0-5.est5L0

"Ins To s 1.. 1 ( 11. CA±,tI t..aoN. I-

vSA Pollock

Pacific Cod X
Yelowfi n Sole x
Other Flounder x
Atka Mackerel X
ierring x
Pacific Ocean och X
Other Groundfi Is x

GOA Pollock x

Pacific Cod X
Flounders X
Pacific Ocean erch X

Other Rockfish 9 x
Other Groundfi A x
Atk1.a Mackerel X

WOC lake x
Jack Mackerel x

11. Are/ FIshlng Ativles Re11sts in Su000r1 of Vasals! of a liffetent 9l141

.U r L yYes (if yes. rl00 -± so, s±oo l SP±lt s0 clm fill of Oter vallalli,
f ,slryl soclss. ciatl 1as. Itak, jicatIcni A.-, SCOlIC
activities mie0e1d.)
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51. AI, l lshng Activities Req6uested in Succrt of Vessels I al;eront Difrn

L73o C Yes (If S ttallh sc.olemntil split nO.I5 lg of other Yessels.
fisey, sicoss. ,uaptltla.s, -a. 2-atlcas and sc.cl €o
actlvltlies reested.)



NOTICE 5M7T

M=-l mmf sMwflnerr, Emn Ms, "-9- P 2z
u. um of Vast AM=~t ==fllZ 2 fr i s0 54

8.~~~~ ~~ Lc' ffis (all stasi VettytszA~t
a. 1 r of TU Vkstvee gtek 4, Wa

t.sipia e ir flart Mant isssa

~, I Trm z ncfa I n 7 £za4kwj

To Oa ter rtpptolzt fo w

M 2m mt -T ,4P i, '"

askS reflect

Facingc Cod x
iTollon arch x
Othar Flounder F x
Varg.istg n

* V WOO flake ft

mottogra ixPli~ s$pf

fitsmu sflMckg'i z~ rpuf

taint xci
1. ' inztPs) saL ~ Vt is

. .......a. ...t.ss........................Ocw

t .fle fai 555 vitpi)s~mt

CO~ cm inflect

14 5sb 2. orW Fectrft ftaww9

a$&2 Polock x

Facitlic Cod4 a
Patc Ocn arc x

otber G~round" t z
as Pocac x

acsiic terl arc

tPt OilsSttitt~is s b yzi atutP iise ifsi lp
U. aike , Gruami xr~istsa tls lpa se itpAtka .a easa cititsats.ttttmnsafi

w= Rake

V'f""flf5f ft.W fvt ft (Vt=cpze4 .....

5t

&u Sltsr 47 Imsta rfmsI vit f,47i ottziasifaa flipuan~~~~~~~-x Otis (Wn%=f ~'its fp ra =4 tii. at

t. Ess Cf Twot Vmm:%v Ers7 Z. Is,- (:if;I ~

5?. tr0t f;r 4.7% fli s fizitta

Pa"ific Cc*a
Otrolofla .14Ta z

Pacific 0:0arecha -
Matr *iaraf-l i

02 reatiot
1Pdarfi o
fr="rv
PMaMiIC tearq Itc

Otter Itrfli

it. Am Ma"~ An;ats'a 4-"W.4 ts ftarts at Tas of a Cman r;

.dss e7rs (I n tr sr, vcn rif;fU ri"=s,
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Drn r4flec z

FAzific Co* 2
taflcofls 401w x
Other flcn"" x
A Ak IM--ctIrt * 2

P" l tvo 2

paiftec coan arch x
Other QrnttP

Othe tect ~ s

tite rat-I rat I 
a-
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F174NS~ 71007!. lllf 101 FOI'I C03 .u ? .6
Visual Int4ft-

1. 11li= of Vossl GRAtTrI03YYY 2. ftee (Call Sign) ULM..r . _

3. Type of Vassal ,Trnn -nrt Onfr0erator 4. Length 130

S. Gross Tannage 512 6. ret Tonnage....Z2 . . 7. Speed (kots) 16

S. C0a. rO 3o-. and Address Votolrbkholodflot,

9. Types of 7Pmuss rl Cqulj;et

10. Fisheries for I0c4 Permit ts Pluestcd:

Plig" I 'Amet S~fos PAe+r To ne Used CatChla P",esn .erj

Bs Pollock x

Pacific Cod
Yollovfin Sole X
Other Flounder x
Atkn alackerel X
lerring X
Pacific Ocean arch
Other Groundfi h x

OOA Pollock x

Pacific Cod x
Flounders x 3
Pacific Ocean -arch Z
Other Ground£i h X

Atka tiackorel x
Ho ck ak e 

xJack Mackerel

11. iAr Fishing Activities P onSttd 00 Support of Vessels o f a Of.'rent r1o:

j.Cc 17be$ (If yes. attaCh S onl-jntal sheet s~ng nag of other vessels.
ospces. Qantities. dated. loctiSon and3oec fIC

t¢t= lsO requested.)

F0071 VCSS 10100 !tZTbfFIC1730 R94 WRSCooo'o

Visual Ideid.
-lr. 00 of Vessol GOROTS -2., fler (Call Sign] )' L j.s-

3. type of Vassal Tronsport Refrigerator 4. Lmg-- 130

S. arcso To~oase %10a.lt Tonooo.....2a....... 7. soced (knoto) 1-1;...

8. Cwror' Uo and Address VotOokrYhkhoXodfj ot

vi-divontok.OSSO

9. Types of processing CioO;=reit-

10. Fisherios for '1fc.1 Parmit Is pao esotd:

Pia 71 Secl, I (;"e TO 8. UVd thi ,r. P ... t, .o.oJ

asp,7- Pollock IC

Pacific Cod x
Yollovf in Sole Ix
Other Flounder X
Atka M ackerol xIerring I

Pacific Ocean arch x
Other Groundfilh x

00OA Pollock x
Pacific cod x
JFlounders /
Pacific Ocean aerch
Other Rockfish x
Other Groundfi h
Atkp Mackorol X

Jack Mackerol. x

It. Ara Fishing Activitas Foluostcd to Support of Vessels of a Different Flag:

dhC 17y to. (if yes. a*t1h souyplentil sheet s osn; 0lo of aor nooselo
flslry. species, ioantitles, Cstes. Iotloo and sociflo
afties roOaeoSt.+

NOTICES

" "% lsual eti. t-"

j~0u of Vessel ZOLOTOY 2. flee (Call Sign) Lo3

3. Type of V essl
T r 

m 
n

ort Rofrigerator 4 L4. ,*1 130

S. Gross TQo,,.ao - 1942 -6. ,,t 7, .__ 2044 .So'-t

8. Cmnrs =oe and'Adrus Vostoktyb1zholodfl8O -

Vladivostok, USSR

9. TTyes of Proosor.c cg Eq,4f _

10. Fisherits for U4h.ici Perit is 2+II.-sd:

?Tn Taruet Se I e 0
7
o . , ,

*

8574 Pollock

Pacific Cod
Yellowfin Sole
Other Flounder
Atka Mackerol
lerring
Pacific Ocean
Other Oroundfi

Pollock

Pacific Cod
Flounders
Pacific Ocean
Other jtockfish
Other Oroundfi
Atka Mackerel

Hake
Jack Hackerol

11. AreFlshfn A¢fvtlttes 071st io S.Opiort of V7s03WS of a Dtfforent flags

,g no 17 0 (if yes. attaci sm eool oloot soV, fla3 0o Otoer oyealla,
f 0000S0CS, co antfts. datas, lootl"os &,I S.Cl.fic
Octiviles reested.)

-- *A~n VSSSi R74 2L & L
Visual Idaoti-

:F791C, of Vessel 1VAO Ot074M017Y .2. flee (Call Sign) VIOVO

2. Type of vessel Tranoport nofrierator, 4. La'-n .+ 110

S. GR000 Torooe -- 942 -6. eatnToraga' 2844 7. tooi (ora) ,lC

8. Onegr- :Tace and Aedreoo V.norI!,h~d~

Vladivostok.tSSR, ,

0. Types of P.O*oatsss.C teaf'-'nt

I. FIsherlts for nfolo P it to Ps.oestad:

Plans bdtit SOcfts I let bn 9,41m t%0r, P-o+o00^0 C, r0r'

05S4 Pollockt x

Pacific Cod
Yello.fin Solo ,
Other Flounder
Atka Mackerel x
Herring x
Pacific Ocean arch Ix
Other Oroundfi. h

G0OA Pollock I

Pacific Cod I
Flounders x
Pacific ocean arch x
Other Rockfish 3 X
Other Groundtfil I
Atka Mackerol I

WOC Hake
Jack Mackerel x

•11. AreFlshIq Activities A CC 'te d in Support Of Vessels Ofr A Cifferetft flags,grao a (S (f yes. Atta. suoldrojll Sone shTAwt7 Plal of tird Vistli,

fi17t7f r y soan ri .Its . data$. lototto V a
act v ta reT-JOOI..)
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NOTICES

1. %=C of z MR'~SWM3 Imir-o"MrFS 2. fler (W) Up) __________

3. Type of 7essal Trnnnoort Rforegrrotor 4. tv-.t ___________
S. *rso 7e,.4S4 5120 6. -e- Tco ,g1 2397 IG

8. T.-oro %=e and A.",oss t'hl~lt

1.8 X*s0TttO$CSIM5 Z. ffvo 0Uls Vrh V

3. 7rq af ITwo, -rm07r. Oafr4erator 4. Ltr;%% 133
1. Cr30ts~~ 6133 S. 1z nz-zl 2947 7.if4 tsSz .

0.~ ~ ~ ~ ~ ~~~7 Coaf 0 OT 9 TS Tsr:r9defot

ID. Ph ~ts f't Y0c. Oig~t ts 7=41:i

PI= T8t Sen I C."~ T. E0 TOl ICOTONI,1 ____

BSA Pollock x

Pacifi Cod x
Yielowf in Sole x
Other Flounders
Atka mckerel X
Herring x
Pacific Ocean erch
Other Groundfi h x

-GO.A Pollock

Pacific Cod x
Flonders X
Pacific Ocean erch I
Other Rockfish X
Other Groundi 1, x
Atkla Mackerel X

HOC Hake x
.7ack mackerel

II. One sIoiF4k104114 ICOIO te In sr cf Tems ool a o£ffere-t Flap

,4~ (7 Yes (16 oes. #4=43 oCseco ao oo ; Cf eweo "Italo.
150,. 3010. tlO$* .3m3. Tza343C COO O4311f'c

1. los CO loose) RSSV oOOossoVSKO . 2. 61ee (Coil $.5I) HTO -?0

3. Ire e .e.ose Trans vort Refrigeretor -. ts.3 230 -

S. sos sCu 5942 6. -4- T c.TO___IK44 7. ':.w VCosh) 16

8. "Oer's %O=e "sci=" .~s vostokrvthholodflot,

IC. Te f0tz£5 ~ 5

11.a ffne .- 31015 CtlI-sIe fa~ete 1L 3rz of 0005010 Cf a Ciffons: r*g.

(II~ ~ ~~1 $o.49,oaocleot: stman- f," Cf c-!t m000,1.

LF~~ ~ ~ ConCOves. 501*0, OCC43CO m4 0:e%

11CC

ac.tf lc cod

other fnoamder
Atka Mackerel
;:orzr.7~
Pacific COen
Oter Gowsndfi

Ponic~

PacificCc

P"-i 91c Ocean5
Other CIf ,
Other Grammdfj
Atka Slackerel

III"
Jlack Iftzkorel II

4-4

5. r__4 c U2141e _________ 2.3 ff .CWT 5 1 s) ...

512 6... te-. 0.I (LnO1 11;

2. T7st of 
0
'IT30' 8T:T

VZA Pollock

Pactic Cod
yelcsgin Solo
OtloorfleOsdq er
Atka MakerelX
Hlervr 4

Other Grownli b

GoA Pollock

pacific Cod

I'ac tic c19 'erah
Oth v ITri-af 3
Othser arondaI Is
Atka rclKorrel

______ _ _ I I . - 1

It'30. t~- C119 rMI I 1=0 0ro TO' T
4 

X l d ef4- ritt.

d.1 a. is, a0
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IN I Ta*. s od es

BSA Pollock

Pacific Cod
Yellowfhin Sole
Other Fleounder
Atka Mlackerel
Herring O

I • lPacific Ocean 'erch

Other Groundfi -.h

OA Pollockf

Pacific Cod
Flounders
Pacific Ocean erch
Other R~ckfiOI
Other Groundfhi

h

A.tlka Mackerel

UOC Rlake
Jackt Mackerel

*m s I. e~

x

xIH

0 '

I



58350

Viscldti- /
1. Utto of Vessl 1110IUDOW575 S.OEASTEO . fer (Wa3l Z) OMS

3. Typeof Vessel ,rrannoom Rofrilerator. 4. tesh 130

S. Gro ese0s5 .S942......... S. Xet Tenae 2844 7.. Soed (kcats) 16

8. Donor's *I. and .trds lootokrvablloedflot.

Vladivontok.USSR

9. Types of Prtcsslo; £a.pot

Ples ! T-..It scPel. . Sels To Ce Usedi I4C. als 0-eroslo, ,/

DEA Pollock X

Pacific Cod x
Yolloyfin Sole

'

Other Plounder x
Atka Mackerel X
ierring .
Pacific.Ocean orch x
Other Groundfi h I

GOA Pollock 1

Pacific Cod X
Flounders x
Pacific Ocean aerch x
Other Itock Cih .
Other Groundfi h x
Atka Mackerel X

WOC • tlko
Jack Mackerel x,
Ilk

11. Are Fishirg Aoevlttts Requested In Suu;ort of Vessels of a Oflorent Flag:

n0o f* Yes (If yes. Iatacs seoolew.e -set * e l- flag.of other sessels.
f '"'Iry. g04 . acltltz o~e. OoS1 and Scot c

aicltlttes requested.)

FItVZS YSSS251 1TZ7T5'Cu -50"4 It555lso. CAP- 2e 0 9 -7?
Visual .dett-

1. A0.u of Vessel XHUDOZ1ISK DEYleepA. 2. fie, (call Siga) E1A=

3. Type of V ssel Arans-t eersaerator 0. teoth

S. Gross Srutago 5120 6. ieo.T-e.t$ 2387 .7. Lotod (kro) 16

8. Ocmar's *Umd and Addest 1IetkVbkhlodflot-

Indivoptok AS-

9. Ty;s of ProcesmS; tkcuw

NOTICES

visual U.Q tf.
Io O= of Vessel VosocgsfsVsY, 2. flos (Call Sis) 'JDK

3. Type of Vessel Transport Refricerator I. legs. L3-

S. Gross To..eyo 5217 S. Xst TwAjoe 2524 7. seos Cmos) "

0. Caeos Ue A0. rs0, Vostokrbkzholodflot.

V1,1vogtokXISSR , o,

9. Types of Pm"essi. £ootpeet

l0. Fishries for hic0h Pole it P e.estad

plans i__I se-r To Ulo - catcW 0[ alm 1-1

BSA Pollock x

Paclfit Cod x
Yollowfin Solo x
Other Flounder x
Atka Mackerel x
Mtarring x
Pacific Ocean erch x
Other Groundfi h I

GOA Pollock

Pacific Cod x
Flounders
Pacific Ocean arch

d Other Rockfi h a x
Other GroundEi h x
Atka Mackerel X

ROC Hake
Jack Mackerel

11. doe Al vlo t Asies s",teosd to s'+pe of Vessels of a Ofswene ;Idql

Ito TeY. (if yps. attac.5 s l-'"Inil Scotc f mrp £lag of othor 01a1t1,
fittesy. %;aef4s. "aIttes. c4505. 1esotoes anc ,5dtO
actlittits reltestad.)

Visl U~t4-
1. oee Oaf-Ytsse FMENOGORSK 2. f110 (:all SfIo UJDi

.3. Type of Vassel Tra sport Rofrioratnew 4. L15a 131

S. Grafs Tonag 517 it. "At Tonlo 7.24 ,7. c (Imu) 16

8. ote! r'e .ae and Addre ss oo h.holcdflnp

Vlndivontok 2USS

9. -1y;" of P-caszi Sape,

10. Fisheries for W0t-! Persit ftsPecested:

lr1r T-ietSMece I 5ear o Be Used I Catch1es PacsleInlyeS..Tso

aIsh Pollock x

Pacific Cod x
'y Ioef in Sole xI7no0 l 1 oc P x
other Flunder x
Atka Mackerel '

tarring x
Pacific Ocean arch x
Other Groundfi h x

GOA Polloc
k  

x
P+Iaific Cod x
Flounders|acific ocean arch x I

Other Rockfioh 
x

Other Oroundih XIn
Atka Mackerel x

[ O Ma I.keXJack Mackerel x

11. Araflshie t Ativ .s . -esteA to sup;-t Of Vessels of a Oif ferent Fl.
A O L7 yet i[f oeo. att.h Sucple emel S t sheoieq flag f other vessels.

fs Ila =aYa If s rgest:. o ons 00d %oe-]c
Ite at~s reed.)

to. Ftalrits for .lot P'tl t Is Ammstadi

0_l.i-ses I tar-Set -tes 5 -ee. -o re )n 4 wI . -,'-, fe"

BSA Pollock 0
a Pacific Cod X

Yallowfin Sole
Other Flounder
Atka Mackerel x
lerring x
Pacific Ocean orch x
Other Groundfi h x

GOA Pollock

Pacific Cod
Flounders x
Pacific Ocean arch x
Other Rockfish 3 x

- Other Groundfi h x
Atka ilackorol

WOC flake
Jack Mackerel

11. AreFIslng At:lI lts PeTZ;'sWd I Seneos. of Vessels of a Oiftoroit Flap

Lilts C yes 0? yes. 4--ol secoctat s.ost 1--411 01 0f4 0 -O 1201,
fts'e 7 .50000. 50tltl. 0.5:55, 1043-1013 l eeslte

a015f 2ir~etl
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10. Fisheries fee WIh.% Pernit 1t ?.c,;e~tM:



NOTICES

BsA :Z aololo

Y.R o et.l!oAlSol 2.fe Xl O)~~

a. tkas~ Mackere,~ Vl Vb2OXtflt

vdivostnks.l!

. rTy, n of ' .Sg Ec1;nan -

Taet Sher as I Sa "o zl~d I .fr,

ESA Pollock

Pacific Cod x
'oliowf in Sole x
Other Flounde x
A~tka Mackerel It
Herring X
Pacific Ocean erch x
Other Groundfi Is

GOA Pollocke X

Pacific Cod
Flounders
Pacific ocean erCh ~IOther RokfishOther Groundfih Is
Atka Mackerel

wOC Hake X
Jack Mackerel x

1. C/ of Yes (;If . 2. fiee (Cl $!t,) ct-tor

3. 7T.-e of .essel Tr asort24fricer.tor 4. tUet! 31

S. G,=s 70o200 S217 S. vet -7oe.r2e 2524' 7. !;etd (L117U) 16

P..J~tS u-Sfoj se~cam-

10. fishiese f=eeI tr14 52n~ 7.st1

. ,-' , C * - * CeI

,B5s Pollock x

Pacific Cod x
Yellowfin Sole x
Other Flounder x
Atka Mackerel z
Herring I
Pacific Ocean erch X
Othen Groundfl Is x

G0A Pollock x

Pacific Cod x
Flounders ,
Pacific ocean erch
other Rockfish
Other Groundfi h x
Atka Mackerel I

tfOC Hake x
Jack Mackerel x

11, Are Fishirg 2301,1515. testeo in So;ut of Yestels of a Ciffar. nl

ffzn 7 Yes (if Yes. attl =pslene.ttl stoat etceto flss of ere oisIlI.
fIstey.ules. C.515.s. 5.505. 1a-113V= in's %5eC01

I?1~ TO~tt ~0W1 Y~' ~ I Ui, , -. ?'
1 1. Z-4 Cf 2311.1 7's- sr ")l2t' 2

3. rr. ¢f ytoil Tr,-fssrt Pnefr4acratnr . U ,-A 131

5524 6. Sa tt % 2L4.-.- 7. 240*4 (k .1711o~

a. rr. if VSmckV2keldfo

12.nv~," n, %"-ItAt I s.~2

O31 Pollock I

Pacific Cod - x
yllcoafin -Sl x
Other Flounder x
Atka Mackerel x
Ierrin, x
Pacific ocean erch x
Other Groundfl h x

GV.m Pollock.

Paci fic cctn etc

other -xckfla* 1 x
Other Grc ': rfL hx
Atka IMackerel m

a5 Hlake x
Jack Mackerel

11.23 Ar *gtslAfr125.12 4-250125 I.1to of leuUal of a Cmf2ec, FT;
)I3L/ i r.4 nt--,x l0t A;o

Pfloaal

1. "c. Ovitsal Vt. 2 .L . ar. - (Call ITT$ -

1. t,-. of Stoo o -.-. ... r'1 A. ta71 231

a. -z es.e Oer _U7 i 1ro'". ntts hk l i

OCA Feonc I

wacifuc Ccd z-%"1cf1

Ye. f f in c le

AikcMaerel !

f ts er 1:311,31 e r
sa.rriri z
PA-ific C4 x
Pallof S oe eci

Other flok a s
Atka )U ckerol .i

P"-. tic~ Cc* aJe orc

ack Makezl

4Ot1rt10ml 9Dc -esoi x
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NOTICES

I. %?,. of vessel VOLCILSK - 2. fe. (tall s.gn) UIWT

3. Tya of Vessel Transort Refric rator A. 'L'71- 131

S. Gr Tioooeo 6455 S. Vet Ta80.08 2698" 7. lined (kuo-s) 1

8. eGerrs 4and r 4rrzs _Vontokrvbholcdnfo-

vladi"otok USSR

9. Types of 2-csso~ 170005- -

10. P loierles .or Uhich P=Ist is PteceoteAl

0Sli Pollock x

Pacific Cod x
Yellowfin Sole X
Other Flounder X
Atka Mackerel x
Herring X
Pacific ocean ereh x
other Groundf ,h x

.GOA Pollock I

Pacific cod X
Flounders xPacific Ocean c crch X

Other Rockfish I x
Other Groundfi;h X
Atka Mackerel x

Hoc Iako
Jack Mackerel x

It. A, Flshfr.q Aotlyltifs 2tequessod in soeer- of Yessels _f a cbfivt ro:a: 1
N17Ys(f1 yes. = OSvecI, sotizel 0eost7l flag~ ~e of 050o505tfshert, speci.es, manc.t;Ies, -z:s,. Ices.oes ..d coe=bftc

act tvites reateeSo.)

f.T e U8VVsett GT CTC L -- visual Ident-

1._SOSO of Vosol __085510151L 2. foer (CoiA1 , 51
3sj:yj of Yissal Tranport Refriqerator 4. LA.n-j 131

S. dras5s 7000 5524 6. 'ot ion, 2448 7. S .'-td 16 .
8. COner'Si z0 Ai'A.irss Vona-okrybkholodfldt.

- Vsedivontok.USSR -

2. Tyes of 2mass01 !:wipeest_________________________

10. Fisheries for hIch Pr~lt is Pesesszds

SifO IT.rot smecls I C-, h. Sled se CatzhienO P.
00 0 60I S_

BSA Pollock

Pacific Cod x
Yellowfin Sole X
Other Flounder x
Atka Mackerel xllerrieg

Pacific Ocean arch "X
Other Grouodfi h X

GO A Pollock xI

Pacific Cod xII IFlounders XPacific Ocean erch 11

Other Rockfi h a I X
Other Groundfi h XAI I

t a 
M

l a c k e r
e

l  
X

wOC Hake X
Jack Mackerol X

.. H. Sri'e Ishng Ac-d es xeyces in S.ecrt. of Vessels of a cifferen Flag:

fLr8o f7es (If yes. att h su olls alos sleet slZ. di .he; of 0eler ,esselo

fe. eses. s. .10a ssets
C~liloresesta.)

F1!-~ ~T MTFtCA--t N 'F1 o. 1At? A? ~ O~
Visual Sdc~ti.

I. X= of Vestal _CImeRACW 2. f 4 (ail S nl)

3. type of Vessel TPUNIISPORT 1.WRlICRATOR . Leg th 31

5. Giss Tona ge 5524 s. not Torae 244 1 7, $032 (-os ..

8. Gonerls %=a and kdrisn Vostokrybhlodfloe,

Vladivocto'.%UrS

9. Tyr.efes Eo i' Syent .

10. Fisheies far ghlich Ptrait 1s 7.Flesadl

ll T".e succc's r",., To 8.. Used h 7 p**t4J5 .',,-

asA Pollock x

Pacific cod X
Yollowfin Sole x
Other Flounder I
Atka Mackerel X
lerring X
Pacific Ocean arch x
Other Groundfi h x

GOA Pollock x

Pacific Col.
Flounders
Pacific ocean erch x
Other Rockf1sh s x
Other Ground! h x :

- Atka Mackerol X

WOC Hake X
Jack Mackerel x

I. Are Fishing Activities Somostsd in Stleprt of Vessels of a 1 iftumft flags

4 0 17 yes (If yes-. 4eoat 1-co.nal ost hs. VtSi fll7 of otfo r 1iI1
fis to, ,14ntitis. sesctIsons 4old "r0ific
asiito r7esatal.)

7l8SHV3 VS5Sa 0IICA701i ;C-4 r4 U* 7t. ),9A
1. 800 of Vessel nERr v fVisuial $Isti.

2. foer (Cail lbIl '1555
3. Typo of Vessel TA rrm 4. te,38 . 105

S. uGrss Tenage 3360 6. net Twrnad 15S0- 7. $ad (Wti.l1s

4. 0or s &o5 ax!0 Address

vladitrvoctk.uTsR

9. Types of Prceaszlr E _jJIfp_.

10. Fiheres for ShiS Perst Is m,.esaod:

Plans T.s l cl osfi I "80e To 'A 1O5 I uI 5 o 11-11

BSA x

GOA

1t. Are Frshinrq Activities Seq-sted in SJpssrt of Vessals of a Differet FIllsg

17"It Te (if yes. at=lo . ,nliesntal sioot 1U ob, fllg of 0tkee vesillslfisery. Seet~s. tso,505t5es. 04t0S ibuatb1o Otd S o.|fIc
lbin es oeqonstod.)
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NOTICES

mnt m riNnSWU PR14 MMMWa ". f-

1. am ns Vaal nI SUZ% 1. ... ..P..
.. ...f -es .m. .4 L . ..v. ICE

I. ?~u.4t Vnccssts zz'ast -

W IS A n s*, fl Stie 7nt$4Zr f1t5ttd ?ft'tf f

em, a

In I

r. ..n ct -ngi "= r m .. ( -E

L r. C'r' Tlo 342? tin *07 7 tn tn4 2

1. r of n -mf"t v~rs~~zt

tz W- ftr Vfl#$ psPd isPst Et r

(tr rt O rf lofog qk%

ttM =n

5't~"~ r~ r-rr.rz-~ ,-'s r--i t. UKrL4Uo(hJ
ttm.4? tim.mP

inset mess.? ~ 4. tin (ZI

6. ~ tent?.' nrm 6. ten__________________
zn-me

S. Sen tnmew 74r'? L in TQfl 1. $2w4 (tmSts~4~

U. rntrs Set #4 innn r7r'Trr72Peiw.
VS '.W men #'P71

S. Tpflt 44 2#4nlti titstn -

fl. flt!tfln Pint ~5tm tnit I, 7444t

-It.tni'5*t* n nsP 4ttt t V rmfq

aus Urno (tP M. A~g= tetm-n ut UT4m =;Sr lue sTa W-44,

Pisces.=1 ==ln Em&C=eG= a=et =nVet# m
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58354 NOTICES

FISHW31 VSSla T!E0FICATITe RN' fIFC Il So

eSUal [denti-
1. Wma of Vessel nECICITSA 2 . flie, (Caul Si.) EVBV

3. Type of Vessel ,,,VII$PORT REG VZ5OR 4. Leg
T

th 55

S. Cioss Tonnae. 633 6. net*Tonnage 233 7. Speed (kots) 11.4

8. SOner-s loe and Address PetroPavio'nnlooa Baza.

9. ypes of -nc-ss-ng q.,] - Freezer

10. Fisheries for Uhl a Perolt is 1 meestod:

-plmn Taro t $cent,t T C~. TOGeId ] Cathiro 
5
Pnos.lnn Other lno-

ash Pollock x
Pacific Cod X
Yollowfin Sole X
Other Flounder: x
Atka Mackerel n
lerring X

Pacific Ocean orch X
Other Groundfli h x

GOA Pollock X

Pocific Cod xI
Flounders X
Pacific ocean crchother Ro.fi, b eFound. 'ih
Other Groudf'i X
Atka lackerel xI

OC flake x
Jack Mackerol x

11. Are FishIng Acivitles equased In -ufpsrt of Vessels of a Oifferent Flag:

O0 ' Ye. (If yes. s oa. sanplecano l sheet shalng felg of oe.er nessals.
fIsner, aecles. Oanftltls. cates. locations and spenlfl "Ot Itles renuesond.)

P111211 VESG SS IPITI ISI V 7011.4 4IPC, I. UA 4- lr03 Z/

1 leone ef Ve5e' I IOIISOIIOLSTS tKRAI 2. fler (Cal St,) US-S.

3. Type of Vessel Tanker nA. Length. 145

5. drss Tonnae . 7949 S. got Tonnage 3948 7 So,,d -e (kncts) 12.0

8. 0~r's 1a=e ih.J smress Prinorskoo klorskoo Parokhodstvo

haukho~ka Primorokoqo USSR.

9. Types of Processing Equipment

10. FIsheries for Which Peemit Is Inonestld:

1111"7~ -I s oteco
Plans ToeG Pennes ' r TO 2 lied c I St-fa P-snSnl- Ctreepnoo

fleA . St

1l. Aaejlehlng AO= vltles Go17nstnd to Sanar of Vessels Of a llfferent; Flogs

. lo "Ys (If yeaS, a- susnlenes-al sleet slnseg lag 110 f other nessels.

aC~fltles eqestnd. J

yDKnO O £[OEI O

FEDERAL REGISTER, VOL 42, NO. 215-TUESDAY, NOVEMBER 8, 1977

- - GOLOvisual- Identi. - UFUS1 of Vessel MOLODCI O .- liar (call lign)
S. Type of Vessel Tk " 4. eg 145

S. Gross Tnnags 7949 S. Net Tannage 3948 7. Sod(rIo
S. eL e s "- and res Prioorzko lorokoo Parokhodotvo

akhodka Primorokogo, USSR.

9. Types of Proessing Epslsoost -

10. Flsheries for 'lUicl Persot Is Fevestal.

Plans ITareG .n1fes I ,' Tni 10 UGO wolmIII ~Cil r~

GOA x

HOC x

11. Are f -sIg Aeniiftos Ooestd In slnot of Vessels Of a Olf!flamt '1011

X.11  a es (ify. .501 mlenn1hta 1t s04n faof onert sut
Ootliltes 'Asesiod,

fr ....~ s da.te$#3 Ic Q9

P1SHINS 171111. I-FICA"Ita TGP9 (F~t~'ul L-. 0A!6
1. 1 e Of Vessel SLAVGOROD Viueal IdeOti.

2f~tr (tall sign) UOIGI
3. Type of ' essl Tanker 4. Length 145

S. Gross Tonnage 7949 6. 01 TonnaSe 3948 7. S"a7 (hot,) 13.

a. caer's ,lae a d &M ais Pzroorskoo Morakoo Frkhodstvo

SNakhodloa Priorokoo. USSR.

9. Tylms of Pracessfrq sgenS-t

10. Fisheries far HalS Peenit is geePzata.d

Pla 4' m I boSeles C- -0n 3o 1e bld ICoSnSt~n l 'iC il nn5.o,

BSA If2

GOA x
IOCX

11. Are FIshin9 Aczivtfes Gat.-est9d to Suopso of Vessels of A Olffeormt f101

JUQS aes (fIfsyes. attac01 ,nolmi,tal esNot shooIrg flag of War0 '111112,
ftsoeo, specfes, vOn tt-es. 01cic.ns A.4 SceWfIC
actlltles rostea)i,



-S"C o

Ft rmp V-# it t x "o
r fw KM PW OMt, A;q"vf Iwo
4 ,

TM

ozmpw nu-4- m"W-
P04 P; Wmw4m 94=6

T w 9f ftpw,4 wpwn

PMft~N F4" #*4 4#;t;W~t4P#a vutrt Am. w$

m~ w OFl Fl I; mllI

A .... .......
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mF 40 Ovm 4.o N.% ftzq
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NOTICES

PlvSn7 V!I. % flCTF !0U L*4~ Ptg5l W -7zig ______________

Visual Idtitf-
1. 11=e Of Vessel U11M 2. Fier (Call Stn) ,tw3

3. Type of Vessel Trnaemort Refrigerator 4. Lonq-nt III

S. Cross Ton¢ea 3779 6. Net Tonnage 1799 1. Stead (kozzu J

S. 0oner's lee atnd Address Vostorvbkholodfeot.

VladivostokUSSR,

9. Tnes of Pr-cesssi tulyoent

10. Fisheries far lhds Permit Is Pquesled:

a, 6.5 ____________ I reer To Be Used I Catchlro 9nnesl* btr Suacnor

B I Pollock x

Pacific Cod X
Yelowfin Sole x
'Other Flounder X
Atka Mackerel X
Mlerring X
Pacific Ocean erch X
Other Groundfih LX

GOA Pollock x

Pacific Cod XFlounders

POcLfiC Ocean erch X
Other Rockfish .a X
other Oroundfi ;h X
Atka Mackorol X

Jack Mackerel C

11. Are F shIng A .Ia ilas Ye';ues.ed inC ucr. of Vessels of D ifferent Flg:
j " 90 Yes (If yes. at01eh suVple~eel sheet steing flag of 0oter vessels,

fistery, stecles, cuntltges. tates. locations end scenIff5
ttia0,ls reqested.

FISI V-SEL l-.W:F 4ATC5 PONe c(,tV-1 tiCe- ?r- s-/'
Visual dent-

I. fl nt of Vessel ..TMOMA 2. flit (Call Sign) 515131

3. Type of Vessel Transport Refrigerator 4, Length 12.

S. Gross Teenace 3783 6. let Tonnge 1803 7. $oe'd (k.ots) 14

m. Coer's Name end A dress Vostoktrykholodflot.

Vlfdootok, USSR

9. Tnes of Prmtesslng Ctpl en t

10. Fisheries for Wlhich Pe mit Is PRquested:

B ls Pellock Xt

Pacific Cod C
'dolloaf in sole0
other Flounder x
Atka Mackerol x
learing x
Pacific Ocean erch x
Other Groundfi h xC

G0A Pollock x
Pacific Cod X
Floudera %-
Fac fic Ocean erch x
Other Rockfish a"
Other Grouedfi
Atka Mackerel .x

Hak xo "x
Jack Mackerel - '

11. Are Fishing Ac-litls Requested In Supoort of Vessels of a Different Flag:

4V Noe a Yes (If yes. at S. sovplontat Sheet sheniro flg of ot.er nessels,
fls .ry .sandies. quantetlee, dates. IttlotIs and soeIf il
artlis retuestad.)

I. Vg af Vessel SVETLOWORSXK 2. fier (:All SIgn) 11"

3., Tye of Vessel Transort Rfrlgvrator 4. lten l. ,, ,.

S. Gross 7cone's 3550 6. Noat 14nnale. 1727..... 7. i1.4 (krotS) 1
8. Cotrs UA and fdriss Votkvlhjdjf

VladiVostokUSSR

10, Fshlerfes for 'hlnc. Pemlt is Petst d. :
Fsber," I . ,
Plans . Tappet Stnles le" To Be lna.ro U1<d , . ,,.

,BSA Pollock .

Pacific Cod X
Ycllowfin Sole x
Other Flounder x
Atka Mackerel x
lerring I
Pacific Oean erch -
Other Oroundfi h x

GOA Pollock x

Pacific Cod X
Flounders x
Pacific Ocean erch x
Other Rockfish x
Other Groundfi x
Atka Mackerel x

WOC Hake x
Jack Mackerel X

11. A"e Flshlng Actdavftis AteSteote in l=-sr- of Yesels of a COfl'rait Flgs

_Lj g .Jyes (If yes, all"n., su-0le--otl shift slc- .In flag of other mighile,
fslt p1015 spad. boantlves. dotes. locations old ciznifla
r.l4ltls riuets:ad.)

/ Visual Identi.

1. Rlae of Vassal N* 2. f____(CllSign_____z

3. Type of Vessel Patrol/Cargo 4. Length 54

5. Gross Tnlnnag 680 6. ,et Teornit 176 7, treTd (knot) .I1__.O
8. Caer's ftme and Address lokhodkiinkaja 1aza Aktivnoio Ilorakogo

Rybolovatva, Zlahodka, USSR.

9. Types of Processing Wtyleot_____________________________

10-FIfseres 'fr Isti Permit Is ftpuest d
Pln~se , it'la|)'s, ".Isba"

P .n Trmet -cei ...ISC.~±!
5  

Ca ner Tossn a.~e u5dC-h

BSA Pollock

Pacific Cod X
'Yallofin Sole x
Other Flounder
Atka Mackerel x
Ilerring "
Pacific Ocean erch x
Other Groundfi h

GOA Pollock x

Pacific cod X
Flounders *
Pacific Ocean arch X
Other Rockfish a X
Other Groundfi h x
Atka Mackerel X

HOC 0lake x
Jack Mackerel x

11. Art Fishieg Acltties Asqusted In Support of Vessels Of a clffernt flags

JLFRO L7 *Ya (If yu. atlat stpplentel slet inng flag of War neesel.
flse Seie san . 'yaantgtges. dates. locations and slt, 1
a "e~le requested.)
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NOTICES

1. rr f oml _______________ mtih 54;Ut

0. Cn To'Aq 00 6. an Trcf =1 7 $(-.)

0. Cnts M=o rnaa ;c a pdlette e Atttveo VrZ~tQ
Rybelevtfl ~Sb~, Ul

Iwojn of Pna1nfr* Evt ________________________

Vt.$tftu ftP Is0 t Rkt

It. ofoata k55filto tousles to Uit or Vstef or a Oforn at;;

4 r. a . (i asiao. gTer"'tot sns, ttO? M;tfl 4%t aT's

1. lao4 of vase ba?. f(Ca l actt s

rm at %44 41 kvrm
5. trms Twpl 1760 6. 4 ooftrt .A

2 cof ?CxTtuOl tutot -

M0 Fftains for itSC ptart t ?Aooot

Bam. Con - ae*PeMfr

pacific Codz
Toflowfin $91,e
other nloas

Pacingc 0e0AM oato x
otter GroplaltilkN

Cacing cod

?eettrc ocean wc
othor ttocttloh
Other fqroeadf Kb

11. kegflltltut~m-44 zm ai; o Fgl eoa tittirito n

Z M 47y" (t ecfo7 o -to mtT of" M; O OW 00s
jg't 000 (g~~ tost netc~to

1
s'oeaIC 'frt of_ otto '7 t

fl$. rr. t rr'f Tow or f'- W ,dZ??
f. otr.i tZ :" Wi

4.'s 47.

12. 119"0i fCF 4'=?XV rl t $4CS4$U

attar flrw$e4r
A01 ftolle o

PscAt~c Czoti etrchK
Otter Qzergftt N z

QMr Pachflft s z

,70 t~r rrol x
Aol..I ttto

arm ra V Ir.4-.4 V:4tf~uf'.' cf -qn'*.

S. Can't Ulzs Wazt 14s atrvttdl

ftetaaot ff .rnw

Faclr~st~'ding Crtft'4 on

1Otvfl k ts x

pin lccmc

it.AM tw l efots ZrU4 fc 1K=z rTo favpn i

jg~zal olt M.4"12rKfP. 7- "0 ul

=t1%- racfll s ~ s K~r-r u -f
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4 051.-es [011 l $... I

other nound.r

tterrinq
Pacific Ocen erch
etuer Grounduth

OWLin CCnd

Cattle od-_-_ii
other GrOtanfft

Xtu an tagtrel
9*0 tai~



NOTICES

1. X,-qof t$Zj GVRDESICVisual Idencif
.l . of-e bO as | VAI EYS 2. fe., ( all Sign) UNGV

3. T77e of Vessi Transport Refrigerator 4. Legh 115

S. Gross T.cna~ 3550 6. Net 7Tcage 1727 7. ie (iO:} 12

S. Oaer's Nae aid Address Voutorvblnondftn ,

Vladivostok.USSR

9. Tyles of Przcssi O £ul.ti,t

10. Fisheries f.r Which Patmit Is tudested:

flsE Pollock X

Pacific Cod x
Yollowfin Sole x
Other Flounder x
Atka Mackerel X
Iierrinq x
Pacific Ocean erch x
Other Groundfi h x

Goh Pollock x

Pacific Cod X
Flounders : I
Pacific ocean arch I
Other Rookfih X

Other Oround i h x
Atka Mackerel x

W0C leaks
Jack Mackerel

Ii. Are Fishing A tlitlas fquested i Su;p0rt of Vessels of a Oiffeet Ftag:

"a 1 YeS (iC yes. att.al suoysenntl steat sterflag of Ofer essels,
fishery. ontes. duant l aes, 50:e. lecatlans 050 i:eclFIcOctoeities rcqoaSSt..l

Ylsual ed'.-

1. Re.nS Of vessel ttt.ht't'(tVmt 2. ffer (Call Sin) . nm.

3. Tyra Of Vessel "noanonan Onfr ater 4. Lwth SIC

S. Gross TOentae 2550o 6. SLot Tont-te 1727 7. Steed (knots)1 .22.....
S. O.Aer's .4=4 d Address Vookrv1buholodflot

Vlnditvostol tetSStS

9. Tyses of Prlcessttl latuoe:

10. Fisheries fgr Afoc Pelft Is tles. ted:

.l...I 1.t 4ns I , 8eiUsed P-"*s4 vte- Sunnor

BSA Pollock x

Pacific Cod X
Yollow£in Sole H
Other Flounder x
Itka Mackerel x
Ilorrinq x
Pacific Ocean erch x
Other Oroundfi h x

GOA Pollock x

J J celtic cod .x

Floundere x
Pacific ocean ech X

Other Rockfioh x
Other Oroundfi h
Atka Mac krel x

I OC filaeo x
Jack Mackarol X

II. re fishfig kti;ftles RSeest$d in Sau;crt of Vessels of A Oiff-e t Flag:

A0so L7 Yes (itF yes. atttsh suu lenenls sheet s-al flrg .119 of other vessels.
fishery scfes, cu-n ttes, dates. lcaven aod soeclft
dtttet.tes reJested.l

Visual ie'alSI. Race of ?assel PurT, IrJ 2. fiat (vhi SI 1 up

3. Type of Vessel 4 ar4 etn. 4. tsongt 11 .

S. Grsas Taiaep 3550 6. ut rone 1727 7. Scat'! |,i4 tts) 12

V1 adivo tok.IUSSR

9. Tyles of 2tasatt -l,-zqit -

10. Fisheries fcr Whichs tatit Is Peausuuou_____ITrt ein.I Ott aIlO _____

USA Pollock x

Pacific Cod X
Yollowfin Sole X
Other Flounder x
Atka Mackerel X
hrring I X
Pacific Ocean erch X
Other Groundfi h x

OOA Pollock x

Pacific Cod X
Floundefo
Pacific ocean lorch x
Other Rockfie x
Other Groundfi h x
Atka Mackerel X

NOC Hake x
Jack Mackerel x

11. Are fis lng A .. lvi.en Suestsd in SuOaort of tesasls of a Ciffamit Il1.5

xoYs(if yes. attach 03t7eo 1=czlas 1"tuair frI Al 0 OStAd vellatO.flster'y, Sul l a.ltItI4s. atin. Ilatls adn6 S:atiflC
a0tinities re'eteo.l

Visual ifostO.. utOC
1. na of Vessel Xd __URSK 2. fit (Cal) 0

3. Tyne of esael Tarror 4. tdrtt

S. Groas Tamale 330 6. Cet Tosrao 1.5SO 13.00(rts ____

S. C.ner's IacA ad dress Primorcnoo liora .o Parolh;1otvo

25nkhodka prlOOtta. USSR.

9. Tyra of 2mcaoslti loyvc -

Iy. Fisheries for Otir-o Pennit Is ?"atoeS !

BSA 2

'GOAX

HWOC

11. Are Fishlir.g A'deties Pe;uested in SvO;Ort of Vessels of a Oiff/ront Flail
. e L Yes. (~if yes. atach suteoelail sNt ShVtn fla Of dtre vastall,

T fsrAY. c,-aaeo. , s.an::ies. atast, Icatos 41d sOolifIC

ectel~tIes re otu d.j
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NOTICES SSW5

a=________ Lds ==- a m 41

of YMO == t, iTklw u

bi* V Yw4 T 10
L 0-W4 462 w n~ln 3
& opvw Un W= 44ni l Imt--k RMiMAW A'

1
$U

M*"k4 owrw2 p
2~ lfn V vnni 4ii

w. AMt MUMtln ogn it mz ft ;; oflttttO it pwz, litrf

3tw 4am ofin Y". mm xmo

01. o. t Ulm________ V40W

-W-0n14n 0 W!-E !rtaf__0 lWiK

1.0 it i W87i tpint -

it nt!~ij#~vOWipt% itnut iiMV* nwi = ROi .
5b OCma

&=V-- le~v-7r- o

L n t is$ L_________

.......... _ _ _ _ _ .....

fl. ~ 9 97.~i 4=tr" Ml;"i V4flf Wn

0zn4=iilii rntl

2. Un V lnft flZ10 * L _________

Wni V %in4_________________ tfl 14$

0. (nit r.ns~# 222$ ~ ________ ~

0. 4~#W 0 0 24nti ~'~~"t ~0 ro~ai# Pnetfl ~

P. tins V PZflit4 l~4nri -

~i#~ FfltuO t~ UCv iip~w Vt in4flii 4

. T.P W AlIaovr tint
t
n f0 t of TimT.t 4 n o ff lipR

JFU 00r (9 14r4= Ir-t4
No=lr -rn 4 T3 VW4T

Rn" REWMTfl VOL 47, NO, 215S-MVWAY, NOWMER go T97?



58360 NOTICES

P001010. Y01001 !CSM!P0CSYIC pP.ol x.0t'Ig. fbe-79'- 0.A
1. N=o of Vessel AMOU 2. flr (al' sign) U0t

3. Tyra of Vsel Tanker 4. Len-l 105

S. Gross Tana;e 3360 6. let TonnoTe 1550 7. 5$-e (5na) 13.0

S. C er's 5 4 a Address Primorskoe Horzkoe Parokbodatvo

nakhodka ?risorakogo, USSR.

9. Types Of Processilng oEqu .ent

10. Fisheries for Sl.S Perit is Requested:

ll... t Oneolen 1 e0r 1.o Be Us05 co..tV" Ot heraord

13SA

GOA
OC x

11. Are Fishling Activles RL-quested In Supcrt. of Vessels of a Oif.feret Flag-.
"

X o L7'es. (If. yes. At ol-1nmt sheet qn, flag of other vessels.
fishery. species. Oulnt:les, cato I~s tic4ns and soecific
activities requested.)

PIYAIrot YES'%, lOTtIIFCSTICI FCP.0 (,71001051 no __________

. f Visal Ido't6-
1. 1000e Of TetSel AESI l 2. fier (Call SIg) US_L

3. Type of Vesoll Tanker 4. Length 1550

5. Gross To.a~ e 3360 6. mat Tonn; 1550 7. $oe (o 13-o_

0. Wner's .ot and Address - Priorakoo Horskoeo Parokhodstvo

llakhodka Pritoraoogo, USSR.

9. Types of Processing £quipct-it

10. FisherIes for Stoic. Perit Is goloestod:

Plans T-i . .ee s rr To a. umd clt- ro . ..... Otn tler 00000

BISA I

GOA x

WOC x

11. Are Fishing Activities Xezuestad In Sopport of Vessels of a Offererot Flag:

.Lft ito es. (If yes. 00000su.plseotal sheet shooIng flag of other vessels.
fslery. species. 0s0nt't e, 0005s. lC0tns 006 s Ic
ativitieS roested.1

FlS42'S VSO, TMX05~000 ~ (I7'.V!
1. Poe of Yssel VOYS YELAGIUA Z 0.- (Call Sign) U0AR

3. Tr-4Of Vessel storn Trawl or 4 Length 04

5. Grss Tcage 2501 6 te "onna;e 888 7 Soo ikonots)

3. tCner's lae and Aknss Petronavlovsnia Vann Okonchonkco

Ybolovotv .Potroeavlovvk-KochatSkil U.1S1R

2. Types of P-octsnn tsloeot

10. Fishe- ,tfor ,1ch Perglt Is Pe-uestgd.

Fles I saecfee I I-r To 8. 1 c0tt-11

BSA Pollock Hidweter Trawl x x
Botto Trawl

Pacific Cod X x
Yollowfin Solo x
Other Ploundoi x x
Atka Mackerel IC
Herring x x
Pacific Ocean etch x x
Other Oroundfih x -x

G0A Pollock Hidwater Trawl x x
Bottom TrawlPaeti~c Cod s o

Flounders x x
Pacific Ocean arch x x
Other Rockfish 9 x I
Other Oroundfi h Ix X

HOC Hake lidwater Trawl x x
Jack Mackerol x x

11. Are Fishing Activities Z,.esed In tpayrt of Vessels of A 0iffrent 1la1

flotery. SFeolSS, 'u"' 1es, * 0005. 1talFloos Il" ... 1 .

A;SAITS yeotso gp1lC7. CP'4 IWcYll x.

1. Sone of Vessel _ _YS SVOBD-. er (Cali Sign) UJ35

3. Tye of essel stere trawler 4. Length 04

S. Gons Torrae 232b 6. ot T4310e8
4 2  

7. oold (knots)12.

8. tuner's Soo Or vodlr o-ss. I~~v~ sna 0o nlconlcoo
Orybolovctvav lorakov, USSR.

9. Types of Prcgssgn; GZlsoejt Orcezor, fish meal plant. fillotor

10. Fisheries for W1ch Ptst is GA'toquld..

U., I Tartd 10 f0 s I r",, o On U1e i Ca!0%10 . M-Af 'ov,,, %o .,= w.t

BA Pollock Hlidwater Trawl X x
Bottom Trawl

Pacific Cod 'x sx
Yollowfin Solo x x
Other Flounder X x
Atka Hackerel I x
Herring Ix

Pacific Ocean eorch x x
Other Groundf ih k x

GOA Pollock Midwator Trawl x Ix
Bottom Trawl

Pacific Cod Ix
Flounders x x
Pacific-Ocean erch sx
other Rockfih x x
Other Oroundfi h ,I
Atka Hiackorel 0 I

WpC Hake idwater Trawl x I4
Jack Mackerol Ix .

11. Are Fishfr Ac-'vo1ftes es-d In S ;ppor of Vessals of Olffirent Flags

.4r 17 el (If es. 'attach sopieoen..l sla1,09cVolrj fla4 of Other o1114131
f s5saySil, sasSon. IeS. 4 . Iccotlog 0and SOQlf a.,FlOlas f-e-ested.
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NOTICES

+ ~VllAS hu.
t. ins of fin~tI 002$ ..t- l otZ (ffos iu l E' A
12. tp 4 

'~ ,
ln t trawer 4, 14 .

S. A-!Zr iro Thr-- lp2* & nsu 42 4 n (nfl2.
qWXsr eai A= re Rrocto*vf4a Zoco Otoooteboatr t

90. 24i of

ftbsvsrtva. Yraiwt. C,$=,

praznfi ii-4'pnn Fleeoor, cub coal ploat. tflotor

01 ltrt a2i0n Po is ttn i
o h rolct gow4.ater Trawl x

gkwqttoc cad4

ofli!r vltowper K
tka nackerax x K

vrift-t Ocean ercbt x x
other arowvt br - x

Oo Poflctx KOAor Trawl x x
latteR Trawli

raoxac Cod x

Ffla te
Pacf" Ocoo+!,Il m tro *
O~timr FKaCtiXM * U
other 0700047 *f K

Atk " . Mck-ora " x xAlt )ioclvere: "+ K K

i$100C hI .e ititwatar .o K"* 04tholi, x

U i. Am flsti .cttftiii Tacini4 fa :rart of Youts cf iff a lfctt ;

4Qv TeT (If ii. mzc Un,*wrni Stz S--mA!(1 tin t ter'w 'tnts.

1Om int vp;,Oqj 1 ftli(ct itpt

3. T; of YUI ita $1000 r 4.040 t 04

__________ ----- ,

UYtiovatr, iovtcluomo GoVot, 0.4i i

. Yon of Prmni 1=mmru VZUb co onat. trosr.

ftr otrs

2" 1X4t Cod1 j K K

rottirt c"1* -at TrawK

Otter flotu4era x K x
Malt tackeret '
LirrIng I -

Otter 0.an~ -arcKh

r~ otloct Midflter Trawlt K K
Caatt rodox

npuorte - x
Pacifieco e-rch K

Other Grandfl K
AttXoetre K K~

uvO Uwae Itidriter Trawl K
.Taoxct OrieWI.

11, Are Ffr4 Aiii;rtiui tanni teos ft Upili aF a tiRfhint flip

is Z 17 Tn WI * tiuts sO-lmz shtt in ef *nor mzi.
ag da ~ s -=ncunPfl;4,-*t=f

t finrnn Vo-*ftn '%no r e's4o=7 1 tron
4rza 1_7 io ft m. sA"rrun~ot-rn i

IT fr-on srinw 7At~a

DEA*. RIWSTU, VOL 42, N0. 215-TUD AY, ROVMIER t, 7977

5m36

CO. rolectk Imttor Trawl K K
csoL'z Trout

Poczte Coil x K x
Torttoof =71m x K
Otter Fl..n=-, x K
f li.P+< it:lr~ K

I tttle: Coon erob a K

t" ter grozal OrK

0K retooK maCster 7=v4 x K

rloii-aer x K
MA I m" x~l-, xi.. t

I~ c 9ta I I'+: x'~ , x '

ntv-In z
:

t- r " r-- , ___________

1. Umn 47 . S1Cfl, tTendtt A. LZ;=.0

0. c4t Q I v ci 
a

tim rtr-cir r4s+ X

0. t -sr 4tt f ~ lX fli mi ae.Ulcc

t.IizrnIn .'" nit=~o it t "zai

1 Vif'*n fI + I t ii

a+ 0. lc u rciootr T.W" 3K X

+x

Tttc~t St

Ma", r "- 4 K x x

PA
'

Sgl C.-,;P*v. i .., _

mar* fl*$sret x W

x x

* .* 0oavt Trwl

It. m rat"4"s oc fat T=7 ofye f4K U

Ot trcfler

jiot tieter4 4=K=7



NOTICES

1. 24= Of Vesol JUBILW OTYABRYA 2. Ie UVI

3. Type of Vessoi Stern Trawler 4. Length 84

S. Gross Tknrac 2690 6. Net Tonne;e 926 = lieed (krots) 12.7

8. iner's flie and Adress Vakhodkinnkaja aza Aktivnogo lorstoo

Rybolovstva, Uadliodka, USSR

9. Tymes of P.-cessinq [Eqpt Pzeor, fish mol plant

10. fisheries for Which Persit is eqested:

11. Are Fishing Actlvities Ruested in S nort of Vessels of a Different Flag:

0 g Yes (If yes. atuch suleentai sPeet shen flo of eessels, flgfotherveses
flots. ees icazles en sufie,

Vssal Ifeti-
1. litte of liejoel DOLL 2. her (Call Si~ni g

3. Type of Vessel Stern trawler 4. Llt.4 82
. ross Tonrege 26S7 6. let Tonnue 1139 7. lied (hros) 14

3. nor'sS . ne "res. lS Nlkhodkinskajn Baza Ativnogo Hlorkoro
Rybolovatva, Hakhodka, USSR

P. Tyse Of c'Cessin; Ni;zent Fish meal plant, freezer

10. Fisheries for'dl, c Ptroit Is SPeqested:

'nery i y.rm, T4. eg. I Gle To e. ised Uhio Pine, "t o

BSA Pollock Midwater Trawl x x
Bottom Trawl

Pacific Cod I t x
Yellowfin Sole x x
Other Flounder x x
Atka liackerel x X
ierring SC SX

Pacific Ocean arch - S x
other Groundfiih x

G0 Pollock Midwator Trawl SC SC

Bottom Trawl
Pacific Cod x I S
Plounders • x x
Pacific Ocean etch x S x
Other Rock fih a x X
Other Groundfi h X S
Atka Mackerel Sx SC

40C Hake Hidwater Trawl x x
Jack Mackerel Sx x

11. Are Ffihlrg , Scolt.es s--etes in -f;pcrt of Vessels of a Dilferent Flag

.,1O 17 Yes (If Y e:oct. suaplenewa sheet shc; flag of other vessels
fishery stecfes. eoant;tes. -aots, Iccotlons end s:clfre
ct.vities re..ested.)

plans . cn t s. I Gea! To 8e lied I Ci.ohir O.. e ot Suor$.

OA Pollock Midwater Trawl SC x
Bettom Trawl

Pacific Cod S

Yellewfin Sole x xC S

other xlounderS F xAtkn Moackerel' It C SC
Hierrinog x C S
Pacific Ocean erch * S

Other Groundfih x x SC

GOA Pollock Midwater Trawl x XP Maific Cod t : X SCPlendere x SC S.
Pacific Ocean erch SC x
Otheri Rockfish a x SC S
Other Oroundfi ht w so S
Atka Mlackerel x SC S

HO sake iiidwaterTrawl o SC
Jock Mackerel - SC SC

FEDERAL REGISTER; VOL 42, NO. 215-TUESDAY, NOVEMBER 8, 1977

58362

FIT'lII lSSlil. GaVTIISCA71c I FN "'il.__________

1. Ve ofvessl rOIS GRINSY Vsual teenti.1. ,ione Cf flesl toVIzS Ol. iitflTl ,. tier (Call SI;) W.D:(

3. Ty e of Vessel Stern trawler J. Lengl 09
S. Gress Tlae- 317D0 6. Xt Tonoag 1125 7. d (kots)A2

8. Cner's Una and Adrmis Ptrerpavlovskal n, Oko.nchrn,yeafe

Rybolovstva, Petropavlovk-alchatskij, USGvR

9. TWO2 Of 7rcesSlng Equfit Proenero, rich nn1e Plnnit. Connor

10. Fisheries for .ih1.% Permit is P .estef:

Pln T4 ire eciel I ce0r To 8. Send teCr.'io :

BSA Pollock Kidwater Trawl x
Bottom Trawl

Pacific Cod x 0
Yellowfi Sole x is
Other Flounder x 5
Atka Mackerol * x
lerring •
Pacific Ocean erch x
Other Oroundfi I x

GOA Pollock OMidwater Trawl x
Bottom Trawl

Pacific Cod It x
Flounders x S
Pacific Ocean arch 

•  
X

Other Rockfish 8 x x
Other Grounft Ih x x
Atka Mackerel x s

woe Hake Midwater Trawl x x
Jack Mackerel x

11. Are Fishing Actiftles GReested 1. 1.:;o5r of Vtssils of a Oifferoet fhgi
NO L7 es (If yes. a&tUaC $6"e11oto l shelt shcr fer flag Of Oiler V43ssi,

f .sl'r se S:a3, qant..43s. 4O. loCaCticn and IC -IfIC

visual IdeVo.

1. luze of Vessel BA.A.GIOO 2. flr (Cal1 Sig,) UTFS

3. Ty;e of Vessel Stern trawler 4. Length 70

S. Gross Tnrle 3170 6. Teengs 1225 '. 12.0

8. Oe'sr's .cc end ktss Nakhodldlaja Daz Aktivnolo florakogo

Rybolovotva, 1jakhodka, USSR

9. Tyos of pr sc.jsng StailOes Freezer, fish meal plant

10. Fisheries ftr whdl.N Per -rt is gmarusts4

P r h.ne TSnee I ern' Ta R. Nied WCilih PeTIC,1in4 r S~

BSA Pollock Itidwater Trawl x x
Bottom Trawl

Pacific Cod SX x
Yollowfin Sole Sx x
Other Plonoder S S
Atka Mrackerel S S
lerring x X
Pacific Ocean erch Sx x
Other Oroundf2 h x x

GOA Pollock Midwater Trawl X xBettos Trawl

Pacific Cod, SC S
Fleunders x X
Pacific Ocean arch x xS S
Other Rckfish . SC x
Other Oroundfi h •x xAt a Mackorel. •x x

WOO flake lidwator Trawl X x
Jack Mackerel Sx x

11. Are Fishing .: vl:.e$ Reuatsl in Gu;cr- of Vessels of a lifferent Flags

..Jl17.1 lies (Of Yes. Otac s i0lin'On5 $Pete fnV.n l of od~or '0141.isfishery. scaes. ratttfes. aates, 1ouatics Arl s0cifiG
O€tioitieS retaesud.1



NOTICES 58M6

--i ~m= m- (=___q__=,

APM 1;f V1= 1T=MxaRr~ rx nv7 4. ftr MITsft t l ll
1TseofTnss Stern travlcr -. trrn M;S

9. Tins of frcnts; t; Treozer. Mte ie4 mas ne

"ar~se all MdInw Trawl xet isSrx~

____ ISaa . UI sr xr s~ stn

XtPss t'coro x x s

rlctfle C"d x 2

Ot er a xoe - x

q-r~ -cv~ 2
Ot"er Oroaadflh x

* th riceedr ft xt

OtMe groeti £. * x
W tt Uwe SX 2daa 104 2

20iaqx ckea xtae xrn

IT. tA Shumn; Azrsits tms*5nn fox 4*anaf ras,-lZ c ttns lsp
ftc a Ofys stnfl xW;fn9nl 402 ,-= Vsftsean nu a""f.

"I,-"7 amia. tterfias for l&csp~e~
tW74nmm-

vftn I- Z' Ir-- ra" tra'" ca. "d________

Le TM f asolat 7Vl4 S=lr .te(5 r i"
5. Tm 0 seno Stern tr2erT. M41stkes O

V, 4 4 9itte
4 ~ ~ ~ ~ ~ oa fuavtox I=p____ sr____

4, ta's a UO_=a Stem= UVhatzan &e twreten1 flcrtova$r

TO, Rfics fir W=l ;tts s sttte;

It.te Pti; ttfledn Snee cf Ca eml ole f a c tfftve= C4It

''Cres % , -4stgm 1511ciatc * Ti.

f*-- ttnS $~ay SZ

4 CMes rrns4 24zz £2

0. va ;=,atva Cat-SC1t. e.Vafl,47

f. r~rn at Fer-Mnt7 ln';nnt 0*4!z =-'* aaat

IR fles sin 14tlt4414

DrA VIOO* guato TrtS X I
Scene ttc WWI* 2

Tttovrt V ats 2 2

At"n U4teetat 2 x

raa-tle ceA orcetx 3
Ottar arorati !W 3

74zS~a Ora=Z OZcli*2
Otter raCtift' a2 2
Otter PomtorS 2
Attn flckarat *2 2

M4l Stte fAcdntor WWI4 2 2
,leck rtl$tf

U.A tnr *eil enrd5 Cn i eaMRt lt tls

~,n nmrst _!5p41 c mm'oz Mcrre~ first a

af Y-girr

It 1tfmntt Is tznt"

D~ aliek SS,#atw Tr&'4 x 9
zata Tacl,

Ottzerrartam r 2
attar arasu het

;zt rratkara vte trat x

UZZ Wo Ktlatn Trawl 3

t'elti (aec no # TWO 2f 2 l,7%
Otter um.iiee 2-= 2=p~t
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Dattan Trawl
Razifice cod x 2
Tefloetain solo 2 2
Other frounde x 2 A

Ase tatse It 2

Other arootzdfl --h x x

4M2 reflect Moveatoc Trawl xs 2
-settee Trawl

SedAfe cod - 2 2

ractfic Ocean achcl W
other xetss
Atteca~kreztk2 I
Attn u taaeol 2Iwae 2rx

aeuk rtakrol i



58364 NOTICES

- fislla Ifes'.1. Ue of.Vessal TItISTAIT .er (Call 1ln) USLS

3. type of Vessal Stern trawler 4. Legt- 85
S. Cress Tmnoa~e 3170 6. Yet Toeege 1225 eed(kabS) 12.0

0.- Cner's 61=e and Atrsss Hakhod;Anckaja Baz Attvinogo Mlorsogo

Rylolovatva, Nakhodia, USSR.

9. Tvpes Of Processing F uI;=e ish oeal plant, freezer

10. Fisheries for VhlcI, Peri- is e.sted:

Taentree5 .. .r To It Used Cat:hire oesnrerter ... .....

11. Are Fishi.g Activtfes hegnsted Ie Supprco of Vessels of a Offferet Flag: .Io es( atts. . surpl- tal sheet sh-eng . t of ether vessels,.
fisterT, sctiCes. suanss.tes, fetes, lcaticns Cad szetificectilties requested.)

1l 1541% V 'SS', tPVTIPINTITCA , FC0.4 (P:.-T ', * to. v- _ -__
V rual Idei-.t

I. Ieee ef Vessel T l.LST S. 1er (Call Sign) )

3. Type of Vessel Starts trawler 4. Lenlgt. 83
2833 u 1054

S. Gross Tcemeag 2033 .t Tonnre 1059 . (k .)
8. C eerS .4= -nd Add... Sovgavaanskaja Bazo Okcoanichaskogo

Rybolovstva, Sovotskaja Gavan, USSR

2. Types of Processing EVI; _ent Fish coal plant, freezer

10. Fisheries for ichs Permit is pe.esaumd

11. Are Fishing Activities Requested in Support of Vessels of a Olfferent Flag:
11O L7 Te. (IfI yes..etac s ieleentfl sleet s cird fleof other vessels.

flary. species, euaetlles, dats, locSaticos and scecific
activities requactd.)

3. Type of Yessal tc ra1 0o 4. Le'll 0-Is

0. orers IV.*e I'd ;d.-1233 to.1vavnz~aja Dta 0 Ioanichoi~ogo,
Rybolovatva, !,ovotskaja Gavan, USA

9. Type; a' 2cssstg ZSCOImS~ Z'e Pplant, fxoezer

10. Fisheries for hi ermil Is Requeslais

F'S 7 1,11T, i Uq4 t l S

BSA Pollock Hidwatr Trawl x x
Bottor Trawl

Pacific COd x x
Yollowfin Sole I K x
Other Floundere x x
Atka lackerol I x
Horring " K
Pacific Ocean arch x x
Other Oroundfi h x x

GOA Pollock Midwater Trawl x x
BettO Tfawl

Pacific Cod x K x
Flounders x x
Pacific Ocean rech x K
Other Rockfiah s x X
Other Gr*undfi h x x
Atka Ilackeral x S

11OC Hake Midwator Trawl I K
Jack Mackerel x x

IT. Are Fishing U-.vities Reqested in S xeort of Vessal cf a alffrdlt e4g

IV -o. Yes (f yes. ttalca scngle-aal sleet sri-gflag of W St4pa 1alel.
flitery. sceles.eae .h ills, dateS. lto tlCIS IId 1.:4110f
ic~itvites reejsste".1

=10, '14Jal [Iel-I.
1. ntrm of Vessel "OVOAV-3S:h 2IOISOl0eTo, tier (Call Sig,)

3. Type of Yessal - Stern Tra-alor 4. Length 04

.S. Gross Toerraj 2327 6. ei rea e 041 7. SCPnl 041 7.

8. ,.ers le Ir Addriss SoVgavanskaja fao Okoonichok.ogo

, ybolovstva. Sovotst'njs Oa an, 73-5R

9. Types of Processing Ecslret rich neal plant, freezer

10. Fisheries for uhibi Permit 11 RI,;,oStjd

5 rishing Actiiw es Ries..d Is Supper, of vessels Of a Differest fligi
L Xoa f.7Ycs (if 3es. alie..s suplc-dnal sleet sh.nr flag of eoier vfseti,

fIsher,, spedes, aseetiles , dates ltceics ard $re|fil
actilities retlete.)
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lidwaterTrawl
Botto Trawl

atch;h

Hidwater Trawl
Bette: Trawl

'arch

;h

Hidwater Trawl

Pollock

Pacific Cod
Yellowfin Sale
Other Flounder
tka Hlaoker'l

Herring
Pacific Ocean
dther Groundfi
Pollock

Pacific Cod
Floonders
Pacific Ocean-Other Rockfioh
Other Greundfi
Atka Mackerel

Sakaaack Mackerel

91Ms I Taret $ocies I C." To a. Us'd Ce ero 9 c

BSA Pollock }lidwater Trawl t x i
Bettor Trawl

Pacific Cod x X "
Yollowfin Sole x x
Other Flounderi It x
Atka Mackerel It x
Herring x x
Pacific Ocean -arch It x
Other Groundfih It X-

GOA Pollock Midwater Trawl x x

- BOttO Trawl r
Pacific Cod X -K
Floulnders It I
Pacific Ocean erch X x
Other Rockfiaha x x
Other GroundfL .h X X
Atka Mackerel - X x

HOC Itoe - idwater Trawl I K
Jack Mackerel - I

la__s__ - ParOt ,teI.ea..

BSA POllack lidwter Trawl X x
Bottom Trawl

Pacific Cod IX- K
Yollowfin Sole Ix K
Other Flounderl Kt x
Atka Mackerel" x Kt
Herring x X
Pacific Ocean ech x x
Other OroUedfi hI K_ K

OA Pollock Olidwater Trawl K x
Bottom Trawl

Pacific Cod K
Flousnders x x

Pacific Ocean 'erch X X
Other Rockfish a X X
Other Orosndfi h X x
Atka Mackerel K K

11OC Hake Midwator Trawl x X
Jack Mackerel K K

1



NOTICES 5385

ZI-$ZSLnRMLCMti F-4 I050!- -4 , j____

I. gaz of toae ( . 4 tn 1

3, TWo of tate! 010:0 34044104 4, twtv 0

5, 0,a= umA 207 IF, -Wt ZCrIp 111 44 tonfial

&. Qctrt t Agtt ze tr ;iwmt itA ototto a Akttvnr'o ttprakt;,*
. .... tvba-evtn

R, - Mo of ptann tasoonm Maun roo ploot, Crc4-

So iflt lldtntr r=4 x K
z*ttotn Trawl

Ptac cod x t

Other flugoOer. x x

ftorrinq *9 'K
PO'titb Ocean n4ob" x x
Other CrWW*4C$ ftK

WAt vofloo* Kdwater Trwl
aptto*~ TrawlI

flcundera x x
Wotflc Ocean tot" K K

Oter= foc t Kx

Alto tooker1 Ki~ae KX

JTac% YatterotK

t.Am Vfitro Antvttu ?aos'nut ta 3.om of tcttot of a Wtt- fltpf

47 Mot of t toM1

s. ~ ~ ~ ~ ~ t 4 tn z .r3c;.t 2.
C.t:to rn _______________ f-r=7 La r -

- $ t flr7 ~ x~~~.

rl1Imfl 7=4

P*4ciCl C:0now

Otter~ CmawC 4K

1. N=o of teneT-_W'Z 4V-fZf~V 74 ffc_________

S, TOM of Fentl Strn tr eer, ~ =%a Plnt 04aez

0tvot's te ot aaot Itorv~v~~ ftenw Ctce-ttezl

P~k rflec tltwater W7* K
Batt=n Tral.

7aeia coO I
yallowate $010K K
other FlooOt K K
hterrt0 vacK K

lati cea 'Orot

Omar Oroonti K K

am rllon)er fave Krw K
Pacific ocea xe
vottervet
Other Cretui *
Atk4 tiataral P

vac Romt vitneter TrawI It K
Jack Mackerel x

it, Ame Ftatq Auttl xrnatot t $4n ci tne of A ctffbn-fl FO;

4tC a $0.tth tttletlt3tsr.* fto of otr ter s
Vuogn, totato' .t kAel omfa

I. Zrrx ef r.:;t L f"4alWV1
2. rm 0? InIOT a-, Mac wtm,- 7 8z
. o trrfl A? * 4 TrMt______ 7 otntzi

tvnoct4 -t~oa Arnz -

17, fWW"rt fzr M tOIt tr..snr

03* ~ ~ ~ ~ ~ I x*23 ltoto wf

Wr rto Ott- m K IK
alter rrne K K

*M K zan

OttAeraf kWrg ofo3S Un5l '1 e K ff, K

GS O17r3oner7b
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NOTICES

Visual W.ti-
1. ieee of Vessel lINS OSTFOV,% 2. fler (Call Sign) U02

3. Type of Vessel Stern trawler 4. Length 84

5. Gross Ten'oee 2581 6. vet Toeeoe 888 7. Sed (nts) 12

G. Oerbs N-o aed ALddress Petrovlvk1-,4, 'es-n 0'

Rybleotva,Petropnvlvnk-lor,thatsk±1 .0155

9. Types of Procssls; StvPe e-tFroz0r Pith Real Pl-ntFilleter

10. Fisheries fer A'ficib Pernit fs UPtestd:
0C'e

7
I I T|t nts Ie a Se Us.-I Cets' lo edso0/ r

)SA Pollock llidwater-Trawl x x
Botten Trawl

Pacific Cod T x x
Yellowfin solo x x
other Flounder. x x
Atka Ilackaral x x
Herring X
Pacific Ocean arch x I
Other Groundfi h x x

GOA Follock Midwater Trawl X X
Botton Trawl

Pacific Cod x x
Flounders x x
Pacific ocean arch x Ix
Other Rockfish o ' x
Other Groundfi h x x
Atka Mackerel x x

HOC Hake Hidwater Trawl x x
Jack Mackerel x X

11. Are Fishlng A te .ftes l ,egsted In ;;crt of 'YOSSedS of a Different lag:

* no L7es (f Ye ttzth suppieies~e shst: simn flog of other conse,
seed,. scles'cetle, 2aus. 14i tbs ad specif fc

activities rrne:od.)

FT13011 VS$Zt KCYNT:ICAOYC3 C,^4 (pC;-T xYu?-il1 ,
Visual ldeti-

1. Noe of Vessel GUBERTAS 3ORISA 2. flee (Call Sf;n) 01SP

. Type of Vessel Stern Trawler 4. Length 85

r. Gross Tcnnae 3162 6. let Tore 1307 7. Speed (knots) 12

8. Orer's 3e=. ansd Address Beaz Tralovogo Flota.7lateda -USSR

9. Types of P7rcessine; EuipIet Freezer, Pioh Moal Plant, Canner. Fat

Halter, Frillater.

10, Fishies for Uhic. Ptrl Is Y.o.esu z:

Fse I tsnsyTSer r-es er Sztes C o 1e Aced' 1 Coge gro Proresliosbe lSrerY-4

HAm Atlantic idwater Trawl X x
Silver Hake Bottom Trawl

Atlantic Midwater Trawl sp X
Red Hake Bottom Trawl

PQU jAtlantio Midwater Trawl X x
,ong-Finned Bottom Trawl
;quid.

Atlantic Midwater Trawl x x
Short-Finned otten Trawl
Squid

MAC Atlantic Midwater Trawl • x I
MackerelI

HER Atlantic I Midwater Trawl xt I
Herring

MH Atlantic idwater Trawl I I
Other Finfish Iottom Trawl

II. Are FisoIrg Abetggfes Retestd fn Suppor. of Vessels of a Difforent Flag:

221'.s aYes (If yes. ati05 sealernentl siet sleAleg 1log of etl'. vessels.
fl e'Y' "1 5as. "at:'es. =Z.s leaen. ana soeoi.fi
acr.t es re jesbe.)

flV4Pfl VISSYL "ET FITC,1r~ FCY4M (rCgggy,1 ka ig? 2 O3/
'tIsial leestl-

1. Rat of Vassal rTVACH . ilr (Cal Iln) ]eCT? ,

3. Type of Vessal StdrnTrawler a. Lg 107

ross Tonnage 3273 8. Rat Torese 1145 7. l:.0d (keo4t) l*k.

8. Orer's UA Ad Address Hurva.k Trawl ,loot.

183788, MUra ,sek .USSR

9. Tlyes of P-ictsfeg -;jfent Prenzer - Psth Meal Plnnt: Canny

Fat Molter

10. Fisheries f~r Ubich Ptmrlt Is .t 'stadi

or1o3 -' S0,s I A Yela U", *1d CAlkSfe

HAK Atlantic i dwater Trawl I x
Silver Hake Betto Trawl

Atlantic Hidwator Trawl x x
Red Hake Bottom Trawl /

52U Atlantic Midwater Trawl X I
Long-Finned Bottom Trawl
Squeid
Atlantic Midwatek Trawl x x
Short-Finncd Botte= Trawl
Squid

MAC Atlantic I Midwater Trawl x x
Mackerel

HER Atlantic Ridvater Trawl x It
Herring

SF; Atlantic Midwater Trawl It
other Pinfish Bottom Trawl

11. Art Fishir q Actiles Sqateduls in opri of Vessels of a Olffirlit 11012

f7 Yet (If yes. attah 3PlIV4? .tal SItt shcwlnl fbi7 of Ot,r VISINl,
fisn.ry. speies. nuntlts. tauas. lastIC n d- s:tedflc
a.hTltlts r€'ts gnd.)

Fi'4113 IYSYI ISEIIrIC- Y ~1 loCPf64j

visual 14,ti •
1. lee. of Vessel MHC 30CpOt 2. fli (Call Sf;') tWMI

3. Type of Vessel Stern Trawler 4, t .gth 0715

.S. Grss Teroela 3273 6. ot To--.;e 1085 7. sit (tkes) 11.0

8. Car's 3u:4 and Adress$ Murmansk Trawl Floet,

183788.MuJraaakUSSR

9. Types of ?,.-rsslrl CSqle1nt Treozerf.lh Moal Plant, Cafnery.

Fat Molter

10. Fshlerls fr Ulld Ptrnit Is Pleq-11d

HAlt Atlantic Midwator Trawl X I
SivOr Hake Bottom Trawl

Atlantic MidwatOr Trawl
ed Hake ottom Trawl

.50U Atlantic Mldwater Trawl x It
Long-Finned Bottom Trawl
Squid

Atlantic Midwater Trawl z
Short-FinnCd Botton Trawl
squd

MAC Atlantic ]lideator Trawl It , r
Mackerel

HER Atlantic Midwator Traw l It
Hering

F Atlantic Kidwater Trawl x x
Other Finfish hotto TrawlI

11. ;r Flshiln Actiitfis Yel'esttd In a r. o of Vessels of a Diff r -t F1411

Lulho711 ayes yes.; 4tated 3';2ootsl3 splt s n.a1 il of etsof sassoll.
f $st-.. It¢ols. 4-.o, tfOIs. satas. loctions and s3:-ol
a&eel ties re-.sesW.j

D.
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NOTICES 5837

.I. I,,s of l4ast = to rwair i. W~M 107
Un 4, ~t uw tmul

p. - &r ono353 1 nTnp OS r tutIm~1.
p.3 eats 4a$ro oaao tnt ln

a. iTo f pren os t To st rmater Ylr; b Vfro Plant- Vat WXtter

I. Am cV 1154 flt'It L for (Ia' fplt -- r~
2. 

1
n Ifalal)Icvrwe .lo

ton rrrpb~ # taTzq,042 7.~ Az-.

~#4,~&tt~

1. irs of Artoworia) ~or'afl, stsov-flO "~ayt Riot

umn L___ 2zow To to r"4 P ,ttitt'.ro S

Attoatie xkdite totol K K

wadUsa atoo tai

40 flttl fldnter 2rw K K

loth= idua

i.A fAawst m it" o a o r dvagr 7 K 1qK

Psrtfaoc %Mo tataI" m

MAC Attati tow Trawl Ktmrwc Ko

tilt"" 3Mani 3a.e K Kn

mt tanti fltrflpp K K
TY fPxt flomiist Datta trailt-% tl

IL Arf flor Wdtlc ftrocn Is lspnofbotsmwzffcWf

WO i C1 la (1 o sol olrwtlValtstl45 Oe yh

P07mP 005541 RahTIACO i ttnTraw

S. 'o't oflas) Samt apw r avir oss 0

AU41atc W*Mtm rr.

U0. ftshoOT forro Rr.10 Po o l Is Iosoof at faVW

POir' I au (sif umwI u sot, "k; of Atw
______ ~ ~ ~ Ictt 4______________ = t'rc

Mi MAWoric for iiosn 4mbi Itznflt

90449 tIaztta Ctr twi

4ar -&=o rlogqp -Vr
anAr-t44 ~ evw ti

A%44Kl w K
o1*-Uto4 =M=ta a

AtItte fCor r
Stai ov~ i 9u~ P:a

xtt~z4 xt4t~r rwiK

it, wf"z wnhtfl)Lorso ft ctat If -ilfs arMraz Ams

ti . r=s oo=?wafls ro sawtn fAll of rno,
"l-w IM'". C'"osr "W.to IUMl wn mobc

1. X= cf Wall i00 U)CLMMX Z. itrr (rail1 m~ r

X. TrA lpf Tout latcra Trteor 4. upr,-:

It ~ ~ ~ ~ gtl Irmaim xo lbPsri

Str-Aa iftos tra

AtlZ7 t Sidtoar tral x K
g4til attos trait

*cS At~Actla tototti Trait K K
me-rresd iotas Trai

'bfl=fto AU= ttosM Tra X

I=C Atlmabe Ktdatt Twirl K x

9-AfT$_7 ~dt~tws

06 at"5$ AoI~f is--tns ft, Loon Omit fat aofOno ala.

11:7110 nzfltk
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NOTICES

IMMO V-lVO. I VIFICA-OCO FOVA MUNN)7 Ea.URJ- 7g-0'3s 3
Visoal Identl-

1. Uses of Vessel KOPET-DAG 2. fier (Call Sip) RieCR
3. TyA of Vessel Stern Trawler 4. Lenth 107

. Gross Tannage 3390 6. Xet Tonnage 1122 7. Sted (knots) 13.1

8. Lmerls A and AdresS Archangelsk Trawl Fleet

163030 Archangolak .USSR

9. lyyes of Poeassing fui£zneat FreezerCannery. Fish Meal Plant.Fat
MelterFilletar

10. Fisheries for ' Ihid Ptri t IS W estd:

ITT, 5AClst-ioS.-ie tyhr

HAK Atlantic Midwater Trawl x x
Silver Hake Bottom Trawl

Atlantic eidwater Trawl
ted Hake Bottom Trawl X

Fol Atlantic MLidwator Trawl a x
Long-Finned Bottom ,rawl
Squid

Atlantic Midwater Tfawl x x
ShortFinnea Bottom Trawl
Squid

MAC. Atlantic Midwater Trawl x x
Mackerel

ISR Atlantic Midwater Trawl' It
Herring.

FP Atlantic Midwater Trawl x at
Other Fiefih Bottom Trawl

I1. Are Flshing Acivltles ;equest2d in Sort of Yetsels of a 1lffler Flag:
dr. ...' (Ifaye. attach sa=pnl Maal sheet sh oing flag of other vessels.

fiSney " mevies. attes. Caas, 1cations, and stecific
aitilties reesto..)

n"n.VESSELIMVTIICM5PGno ______________3_

Visa4 ldc..'f-
1. a of Vessel mAROC t 2. f__ _ _Call Sip)__ _ _ _
3. T!l~e of Vese Sterm Trawl-r 4. Lenth 79

S. Crtss Tonnage 2326 5. liet Tonnage 841 .7. t; ua ) 12

8. Cw.tr's , &M Address _Mur~nrybyr:Om.

183001 .Mu-ansk. USSR

1. Typo S of Processing E ne.n FreezerCannery, Fish Heal Plant.
Pat Molter

10. Fisheies for Hak P Bttot Is I esX:

I= Atlantic Vidwater 'Trawl x x
Silver ake bttom Trawl

Atlantic Midwater Trawl X X0
Rd Hake Bottom Trawl

QU Atlantic Midwateor Trawl 0 X
Loa-Fcnned Bottom Tra

Atlantic Midw;ter Trawl x x
Shert-inned Bottom Trawl

MAC Atlantic Hidwater Trawl X x
Xac kerl

MER Atlantic iidwater Trawl x x

Herring

PNP AtlanUtic Midwater Trawl x

Other Finfith Bottom Trawl

11. Are Fishing Activities Rerstcd in Supprt of Vessels of a Different Flag:

R jg Yet (If yet. at-ach sautle tal sheet sh .fag flag of oWer vessels.
fit;y scecs. Q untles. Cates, icati c and secnfc
"lictn as reqestd.)

F17AM10 VESSLVO.V tCTfCATVCI F000 (F'ECnj00il-?- 3
Visual Ode-ti.

1. Nae of Vessel K.RAKUYT 2. flar (Call sign) JLVf

3. Tly of VesSI Ste Trawler 4. Lngth Wi,

5. Gross Tonag. 3273 6. Mae Tonap. 108s 7. Saceo (knots) .0-
8. e"rS " am Address Museanak Trawl Fleet.

183788Murnank.USSR

9. Typts of Protesting EtrOleent Freezer. Fieb Meal Platt i edar.

Fat Melter

10. Fisheries for 415 Peml is RAsn rstd:

Pln lovet S-idles I f a.. To go Usa-i LCiti%i
0

l" minC%~lor

HAX Atlantic Hidwater Trawl 0x x
silver Hake Bottom Trawl

Atlantic Midwater Trawl x It
Red Hake Bottob Trawl

-SOU Atlantic Hidwater Trawl x 3
Long-Finned Bottom Trawl
;quid

Atlantic Midwater Trawl a s
Short-Finned Bottom Trawl
Squid

MAC Atlantic Midwater Trawl X
Mackerel

HR Atlantic Midwater Trawl x I
lerring

PUP Atlantic Midwater Trawl
I Other Finfish Bottom Trawl

11. Are fishing A;Livit " q ue d In S=r of Vessels of a Miffgrant Flgs

j9"10'"Yecs (If ,ys. a:tach supplrantal s ost shbovni flag ot oher vslsells,
fshery. secvlas. Cuantltfes. caas, locations ard sei-Ific
UOotittas "e Setad.l

rINI VV SSl._ IWTlICATTeVisoa MN 0oCu-

1. Fae of Vessel VALDAY visual Itd,t •

2 lar (Call Sign) tUlIsO
3. Tyse of Vessel SternTrawler 4. Length 107

S. 3273 6. Nat Tvorage 108s Scam Jts)-13

S. wor's Uan an Sd . Murmanak TrawAd dlres

183788, HurmnaskUSSR

9. TYpos of Processing EcrJlwnt Greezer. FPlh Moal rlant. -

PaE Melter

10. Fisheries fir W0i., Permit Is Gaustadl

Pins. T- t Ses I •oer To ?e'tj Cre I___

HAt Atlantic. Midwater Trawl x x
Silver Hake Bottom Trawl

Atlantic flidwater Trawl x x
Red Hake Bottom Trawl

SQU Atlantic Midwater Trawl X x
mong-Finned Bottom Trawl
Squid

Atlantic Hidwater Trawl X X
Short-Finned Bottom Trawl
Squid

MAC Atlantic Midwate Trawl x x
Mackerel

HER Atlantic Midwater Trawl x x
Merriog

pup Atlantic Midwater Trawl X x
Other Finflah Bottom Trawl

11. Are fIshing Attivti.es . eseutds Ind 1Uort of Vssels ofe Oifferent Fnl

L7 no C Vet (if Yets. attas saoyleoeo-l Olt shM.io flag of Qthe 1910al1,
aCilXV0t 5ypties. qulotitldt. 4otAS. locatins 46d leific

a ai~~s reteste.j
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NOTICES 58889

ofjlj tr rnato tAe (rate AM 5
gnat zomsp =aI C. easTraw-L 1 n0 0- tea Pss al.

. -, m.u Atsru Kunaea- TraWl teet.
M0700, fleteaaaat,v=

ofgata pmfrssfg ftfmft treez- , flat Mont, caxapeav rat neltas

tM eeRW= tea Wgtft tents fra Zeft

f a Antiac n00aer TrWW x
=V=x WtmTrawl

ktlefli Midwater Trawl z

R0 nx Itti Ba4tt= Trawl a a

=O atic Mdaa n
Rstrflat Satta Trawl

-t.Am tseteq Aet~ste SnatS fa Tzwa ef TeneT; et1c Cifress flp

4rx* CTas (ifw tta flag an" %0WMuatl.

cr vao 4 -. Tr a- Lteare Sen.'-l !a
1. m. t rtedA"Wr 015S. tvnr(W 7 1%

Az i~na Wgaa"* t4

S 4 mslntc Ktvat a
Moerrte rsttoa Wrow

50 tastic Mudwotr 
T
rawla W a

s=ai twatar a x

r-t- ottcx-94*

1. tam of Taint nk 4. Mr (4an UPT) ..S............
3. boA 4t Tenet steml Trawler - 4. tanf - 05

5, Ua=t Tesag 3170 . 0. ent Tees 4fjL5 7. uweat ls~s J.
0. oquits mcci4- Atees 050 ldm0anrvxe

Teaaflac S......R

V. Toem at p'esalasta 5cppmths5~r

M0 tsbtaaa tor Wet Tents ma te;

Tt~ Tenet Teanes C See Ta ua ife Irf Catetta CL- fwet'

501 Atlantic yda~tt Ter a a
=iVor Raxa voto 7=se

Wtantic fl14n5.r aVP x a
tR" Rate 1tstes Trawl

AMU tlantic M4wter trawl a a
X.cn-tins 1Settes Trawl

Atl anti Mideaar Tram x x
Slaet-1rlnned Rttaa Trawl

MC Atlantic Mitwtat Trawl x

505 tlatic MAsater Trawl a a

MAC tantic Mxwater trwl a
Mtter itfat rettos Trawl

U1, SA fitaj Aeavftes 9epestet Ita tez of Tenet at * tifMa flap

J4W5 auer (ff Y. 4=weet sat; ofel siaOeVWae "$9l4 4,ata

. am. p f ee saro . tfer (4a11 UI

MJ~ 4lo rwer uewt wevt fgvnTh

SW Atlant~c Jtwataf trawl x
W~e Sate ctnes trawl

atleatc t~water trawl x
u--74=0 Sate tse 'rawl

5* AsUasst St~water trawl X:

m Atl=nti Xtfttraw Sx4

flfr lt'tea faen f~ :. *Wx of &at' afffveae't la
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NOTICES

FISHIN1 VESSEL TNTIICATCA' FCFS4 (P0C!G4'i r4O. k -?P

Visoal tdenti-
1. tua, of Vessel IVAN DVORSKIJ 2. feer (Call Sigp) UPZE

3. lie of Vessel STERN TRAWLER 0. Lt 85
2. Gross Tnnage 3170 8. net To-rage 1125 7. =d (kwt)

8. or's tze ad AdnssKnlinigradkaya Baza Trolovogo Flot&.

KalLningradUSSR

9. tyes of Procssin; zgtjgpient HEADER. CASOiERY.PISH MEAL pLANT.FREEZER.

10. FIesrfes for 5hf1. Permit is Vet.ests:

p . tSoalt - , To s. naessn.5... VOter suso

HA R Atlantic Midwator Trawl x x
Silver Hake Bottom Trawl

AtlontLc Hidwater Trawl X x
Rod Hlake Bottom Trawl

q00 Atlantic Hidwater Traw X
Long-pinned ottom Trisu
Squid

AtlantLc Midwater Trawl x x
Short-Prined Bottom Trawl
Squid

MAC Atlantic Midwnter Trawl x x
Mackerel

Atlantic Midwtr Trawl x
Herring

M Atlantic Midwater Trtwl x
Other Pinfish Bottom Trawl

11. Arn P ishirl itldles gotoesttd I. SvtvoeV of Vessels of a Differenet Flags

duo j7 Yes (if yes. Atuot. svp1 g nl s$Nec shVofn flag of oter 3essls,risatry, spenies. oua t.te as. es,%acs em s:e .fI¢

O€$|il tOS revues to.)

lgll VSSE ITVVTIVICtVV I (FC r1T C ri. ig 7p-0 (

W~SWi Idootl-
I. toA of Vassal VBRKtgOYANY 2. fo (Wl Sign) DTMK

3. Tyre of Vessel Stern Trawl Or 4. Length 107

S. Gross Torrgo 3273 6. Sot To-oe 1085 7. Steed (knots) 13.0

8. Ner0r'*s Ns-a aed Address Hunank Trawl Plaet-

183788, MurnmanskUSSR

9. Tyses of Processing £eoi t Freozor. Fish Meal Plant. Cnnoe ... Pot

gelter

I0. Fisheries fnr hflth Peeit Is Poesttd:

Plans r, Goies I teC, To Be Ue 1 Cltffr _.. _______

H=I Atlantic Sidwator Trawl x x
:ilvor Hake -Bottom Trawl

Atlantic Midw-tor Trawl x x
Rod Hake Bottom Trawl

QU Atlantic Midwiter Trawl x X
ongq-Ennod Bottom Trawl
Squid

Atlantic Midwator Trawl x K
Short-Pinned Bottom Trawl
Squsid

MC Atlantic HLdwator Trawl X X
ackerol

HER Atlantic Midwiter Trawl x Z
lerring

MP Atlantic idwater Trawl x x
tthor Pinfilh ottom Trawl

1t. Aoe fishing Actlities Uonested n Sotc+ort of Vessels of a Cifferent Mg:

17 47 Yes (If yes. at loS S-Itinl sleet slo'wng flag of other vessels-
flsIaey, s.-les. aotl'ates. tots, lootlons and syoctf c
aclttitlos fTesld.)

1. N= of Vessel ORL2SIO0p S. ffip (Cali in) Im5215

3. Tyge of Vtsl StornTrasl or 4. l.elth 02

0*S. siTonogag 2177 . Met Torrage 74, 7. $tard (rg0.

S. CBor's aa ad Address SPORP "AtlanticaO. I

S vaotopol.UsSR

9. Ty;es of Pr:.casslo £:g4u1lyt Frooterrish Meal Plant

10. fisheiles for UN1. PermIt Is Petestadi

plus I Tanet $Wsene I Goes 0 go 'tee1 I cato ______

MAR Atlantic adwato Trawl X

jSilVOr Hake BOttom 'aswl

Atlantic Hidwater Trawl x t
Red Hake Bottom Trawl

S0U Atlantic Kidwator Trawl X X,
Long-Finned Botton Trawl
Squid
Atlantic Hidwator Trawl X r.

Short-pinned BottonTrawl
Squid

MAC Atlantic iidewator Trawl X r
Mackerel

HR Atlantic Midwtoer Trawl * S
Herring

MOP Atlantic Midwiter Trawl X x
ther Finfish Bottom Trawl

II. Art Flushinq Asvtitles cT.tsnd In Stumo ort of Vessals of a alfartit Flalt

arS L7 Yes (if yes. s oletital s3lot sot- tn fle of Other 1vS31116
flscvs.ns esantftqas. !at*$. IC131t1g's ird 524.1f

aslitlIS rlrT.tsti.)

Flt4114 VSSSM TVFTlfCSTlC'1 F-, V-TN, -

1. 9=s of Vassal P~s~ .tl5152. ffur (tall 5ilp) Vtjv,
3. Ty o of Vessol Transport Rofriotrator 4. LtngMh 530

S. Gross TC"sga ; ..L2 6. Xt Tonago 28344 7. Stood (U'oI .

8. Csor's -Uag &,.d ;ddress -S~vko.Ilt
I 8300U. llun.essn.UB+dR

0. lypas of petCasslr (-lyes

1o. Fishseries fsr .h1,4 Pe"nI is pa.aUStodl

C.-CMM ~ n C..r sttr

I=A Atlantic x
Silver Hako

Atlantic I
Red Slake I

SQ Atlantic s
Long-Finned x

Squid

Atlantic I
Short-Pinned
Squid

MAC Atlantic S
Mackerel

HER Atlantic
Herring

F Atlantic x
Other Finfiah

I1. Ar Fishi l Aot lolaoS ,otsoted In lonygrt of Vassals of I ciffat'. Flal
0 L71TOO (If yes. att*o s. -la' ntsil -at -7..l '11, of ot- eils,

a . ; I.s. la ltlles s lgzs lg' r Iglf
octlnlties rmlostal. I
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NOTICES

& 0=-l X= ial tlgear

lRThOIMiarinanakMsst

P1. TYn QT fl tii# spswt -

3.ti r ., fit " flttrr tst ft ~ tt !=init.

I .n nMnI* rt a Ctir -~t7,
inAuntte

Si44 fl1

$07 AUntie-

rn flo

ins aunie~ mu t w
ow ca nKofaft "~s

if.Arflnq $~nsas annn f ti r rataat tifant fa

KW5*~Vns maat.R Lau

oftn Vrta TaiTrKtq t4 (tar MCIT UI) VST$

3.beat Taint mint=- 4.Lrati

4 ti Tsa~ 8., ta4 tt=eIit.312z 4Sa (lust) 14

a. 7DOW$ am gani ufata

U0. tIaRt Amu FAtUff to aqiatfeet;f"'m"

wXttt" "u,.t 4= Imf

1. X cl ""T MYN=xzr- t ar (%Ir tsp)
t , rrm.fl. cr r Told 4. 99T__________

*z 77v5# -m r. MM_ 15

S4c as (t M.4r= wW 1 ' T f ' a *' fa

T. tnt a0 toal ''' - t'Vat U' zf-

1. ~ ~ ~ ~ ~ " t~r MRettt' ~tr

ras r f ie:teo~tee

tc;, xalex

cr44

ta4s. UM.
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58372

71TVA RCIS. ,+SS , IEI -CAT
, 
tO

, 
(t0RS otI. - 9r- o.7

VeI Sdenti-
1. 0N-- of Vassal 2ESSTRASI0I"HE 2. fief (Call Sign) U

Z
) 

-

3. Ty;e of eSool Repair/Salveo/Cargo .4. Ltngo,( 61.2

S. Pris Tnneo 1151 6. lot Ton;o 7. toeed {0ot)15,0

a. c.wrs laze and Address Fishing Port of Huanak, Murmansk, 103001,

USSR

9. Types Of Pb.ces.fnI; Equi-_t

10. Fisheries for Which Permt Is Ptluested:

- Tene .leoes ...r TO Se ieod C atstri P.c.. !otree S-ornot

HAK Atlantic x
Silver Hake

Atlantic
Rod Hake 

x

S QU htlantic
Long-Pinnod I
quid

Atlantic X
Short-Finnod

MAC Atlantic X
Mackerel

am Atlantic f

PIT Mring x
POP Atlantic

Other PinfichI____

11. Are Fishit Activties Pt cqested In Su;;crt of vessels Of a fientt F1ag: I.

d O Yes (If yes. attach supolenngl sphet sh'mngl flag of other vessels.
fIs cc, 00e00e0. =an-,Rs. e01s. 00011ons are S.etf!
actietts reoeottd.)

FtSHN VESS 07051 T CATICI 7574 (FOE=Rt tic 0q - 0'' 03 (.2
oVial Identi-

1. lfenl of 0.SSI0 VASSI'Z' 5USRSIKOV 2. fie, (Calltt) sign)

3. Type of Vessel TRANSPORT REPRIGERATOR 4. Length 130

. Gross Toneage 5942 6. tot Toeeae 2844 7. Speed (k0,ts)

0. 0er's Wea end ddress SEVRYIKHOLODOLOT,

183003.Humank'iSSR

9. Tyes of Prmoessng Etquoft

10. fisheries for Which Perft is s( es%6d
F ertry A. y

P-11 t Tenet Scet Ct, To a. Usd Catohtn processire other tuoS

Iwz Atlantic x
Silver Hake

Atlantic
Red Hake

call Atlantic
Long-Finmed

Atlantic x
Short-Finned
Squid

MAC Atlantic X
Mackerel

HR Atlantic I
Herring

11? Atlantic I
otner rInfish

11. 2 FIshtnt Activite s In uo pSrt of Rassels of & 0t1fert Flag:

053 4ReY (If yea. attach s p1w&ntAl sheet $NTndnS flag of othvesels,
flsht specles. cum, sites. Wa0s. locatios end k". t
acltvtties requested.)

NOTICES

TISI~ltSo~l~t0.IV275 aIS tITO tIRT -

1. W*_ of Vassal ALltXSy VEITETSIAN0O . ft*" (Call Sol UJO

3. Type af vessel Transport Rofrigorator 4, Lt-Ith 130

!f. Gress la-o 5133 a. nat Tonte5. 2947 7. Sod( i r 1,o

8. 0o.er's Sc . A ddres Savorylhholodflot

1.3001 HUro e nslr UongR

2. Tysc of PnOcsstoR atyzent

12. Fisheries fr T'ht- Peimit is Roo aosod:
LIS Re,, To it 1111, _ "

11 Atlantlk
Silver Hake I

Atl antic
Red Hake

*SQU Atlantic
A nong-Pinnel
Squid
Atlantic
Short-Finned X
Squid

MAC Atlantic x
Mackerel

ER Atlantic .
Herring

FIN? jAtlantic

11. 2FI Ftirt Ac:tvftlms ;eostal I LSouo of V0l34s2 of A Ottferlnt ?'All

noRg u (t yea.7 attach 242coe1o Ocgal lag e of ot~ar 9412411.
, ''ry. s ets, ooo'l0et .ctts. . |e.tiOds Aid scal fIc

Activitis ratee~slai.)

1. !s= of Ressel KOZ1STAOITN OLSamsrIY 0. fi,. (call Stn) UJIC

3. Tye Of Vassal Tranntrt Refrigerator 4. g1.1th 1h 3
"5 tnoo Tonn;e 6133 4. pat Too rx;g 2947 7. Stei (liot) 15's

0. Cgr'O 3=3a And A drt Sot Sprkhlo.o.

183001,Eurmanak,USSR

9. Tyes of Pmcassin tEqu;4itt

10. fiserits fOr Wch Pr t Is Fm.istdi

F's0*1, . t ,'t tipl+ - -J, 1 .I, Z.
SilVer Hake x
Atlantic

Red Hake Ix

5o1 AtlanticLong-Fined
Squid
Atlatnn I X

I MAC AtlanticIL I:
uackerel

Em Atlantic
Herring

FmO Atlantic .

I1. Are Fishiq A=vitI.s RemSttl in tj r- 0of Vesselo s if a Difeernt :ls

d YIS (Ift .t: 2 MeR Il 92n ! SC 0 Itrj ftlal Of ot*er V1113il,
s.1o so . a.nI ts. 100. lon- I' S t:Itf c

atl1vtties reaotseo..1
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NOTICES 5WS3

1. N= f Tan =Vm=Vv= jflint 4,t= ) ,

7S. o oi a ai r-.a erc.u 4. Urtb

4.l MZ ?rimls ktlgs r= -j

20. Roir e of 7aflit 'tol t i~l

F IW ±nnSW, ts r*# ua r jg; 4yom

saver Rae

sw siaez

Wttaatsc
xfcx*X

AUMA a

M a TA (V 4 t t mljat slat otflo; at qftr "full~.
- =M1.al .1 ojoti. 44m1, tiitttS 1=o ttlq

1. FAM f Y lt., ... ......sr,3 flu ()c 1 SIP) . . ..

flir

3. Ty; rqOTtsa 4553. 468 Tcr~...4D5~b 7 atoo)4.

a. TOs it bIKses~ !Er~feot

M0 Fineories for WO6 Fcott Is tissesi

____I t Fw Ta o E* LIses It~ P~sn" D~m

42 r447T%(fyIm~ r7 U1$004lIt fOW"1

cau, zcv=WIM

1.taUNn Z Mam 'Ior4 t______

I. Inst T"41*7 4 atlmp 9 4ioslts b
i. Civ' op ow ~ nfal1s4 asStltatisnPos

* cnt lst o "Ir 1

&tatrcn P" o

Tntf Af= zncI

rm:. mmor rnno- r P 4C&*P-a(f I

1. et .. v.l. XnTZS. f (.411 UPI

3. T AM tet W10 g..r-w-ft e...r. f O 4 &rp MfV5FW

6.fnt tisia Of M.3 6.v inw~ T f W. ags N ml 2Ls .

10.==1111" a=.te forzt 1=p 14=4 4es

113 Atlvpa

SilvrIk at I

Atflntl
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NOTICES

F1741r, YESSM I. TTnltRCATgTl FCP. (F071101) MU9 ? 1

visual Iden[1. Ko Of VeSsal STRtEMIHXELS 2. flu (Call S1;o) RT15

3. Ty e of vessel Repair/Salvage/Cargo 4. Length 61

S. Gross Tonnage 1070 6. Ket Torag. - 7. -:at (kos) 13.7

08~. C It=ers 11- and Addnss allningradskaya Date Rofrlrheratornogo Flote

raliningradOUSSR

9. TTyes of PracesSlng ftgipaent

10. Fiahories for Wh1ic-h Poret Is Pested:

p T.rnggod. oa. o .110 C.lelsto Cro

tn Atlantic
Silver Haeo x

Atlantic
Red Hake x

d31 Atlantic
Long-Finned x
Squid

Atlantic - z
Short-Finned
Squid

HAC Atlantic X
Mackerel

HEP Atlantic
Iorring

11. r, Flshing Activitles Postad in Scport orytssels of a elfoeat Fag:

XG esTO (If yes atal $latr'-eo.l sia10 ohoelo flog of otacr nessls,

fsy fas, asel. as nt t,' *M, 10To, M1w a o o sseoifle
act1ities requstsd.)

MENl1 VT0.1tTIF5 AlT, 01 15 1f0PE!V1 So U P- 79-. 0'1
VlaSal ldtati-

I. h of Vessel T171f-tt 2. fle (Call ign) USI0

3. Type of Vessel I"- " L/ CARGO 4. Lt_ _ 63
1.5120T~lr~o0.4 . otToaooge 239 . -

Gros ____________ ge _________ S., ot,) 17,8

8. C.,,rls ftonoA ard ~rsa STL0fSISSIY ZA£0DrI00cGO
,-,L 50' .. . USSR

9. lyos, fr peent

I0. Fisheries for whc1h Pernit IS Pwr.tses-

I. A'or" , l 'aoa
76lo qt ScI ToGggol oa To to Uood nthfat01O~1o P-4,w o -A

At,-tic I£1vor 05100

to .akne IX

45 t' antic
,n'-"innial

Atl a-1,in
hort- linno. x

.SnJc xan~ii
erring

.t.hr -nfih In

11. A ise lhing Ao.goftlo aoslo 40= I Support of-Yeotols of a Of-mat Flag:
no CTVo Yes ye.hlo ogo~tloe. slso.; flag of h-essealsol.

florey, ascoos Olall~ti~40100. lt00a*, Icc0tl0 am son"'1oo1v08S1es raT esle*.)

I'MINI/./ YETI 1=1Ptll M^ rols

Vsil 1.ea8-
1. .'ho of Vessel SOVF.SMHJ 2. fer (Call S4g,1 US=
3. Type of V.eel Patrol/cargo 4. Length 64

1. Gross Twags, 844 8. rC1 Toroa 239 7. s:Usd (kotu) 17,5

8. e-srus x "- ASiso lioinardohava a Arsk.peditsionnogo Flots .

Kali ingrad, USSR

. pes of 7r0ccsss; £107S1

IQ. Fi heries for 0. PSunft i Slaqoeslod:
Fiu-17 ItPIUS . S.,Ile, Coll TO U VIA ca h

HAX Atlantic x
Silver Hake

Atlantic
Red Race x

Aq tlantic
S ong-Finned

squid

hort-Finned
Squid

K&1 Atlatic
Hack"rl x

HER Atlantic x
Herring

IF lantic X

Other FinS igh! n :10ofVol0:aforiFlg

II F ol Aotle11. Ffshi Acti vitis 7.es*td in Supcr of Vassals o Ot 0flarait 1141t

Ito jg Yes (1f YtS. oAla0 a0SLeOPnlo s5..: howirl4 nlg of 00510 vi11,11.
f0017. 32tcieS, Quaittls* atts, locaticls ard sctatifte

of Vau n tlXS Y I'll Unto

1. 8.0. of VaooeI SJILSI* flup (Call 51;)

3. Type of Vessel etotar/Silvane/Caooo 4. UngSh so

S. Grass ToanaT. 1074 8. gs To,,;, 231,79 7. 15458 (la3s) 13

8. Cwar's .1.. d Addrtss Rizhskayaaza Refrizhoratornoglo FlOta,

Riga, USSR

9. Typeo of Pr1000sseg !1ipt -

10. FIsheries fzr 'h0fc Permit Is gPSqued:

p 51440 %I suefs --- To VIolS0 I 4hl

HAKl Atlantic
Silver Hake X

AtlantUc
Red Hake

SQU Atlantic
Long-Finned
Squid

Atlantic
Short-Finned
squid

MAC Atlantic X
Mackerel

HerringHER Atl ant ic

_7F Atlantic
Other Finfish o

11. 0.Ff 'hi, g ,Aviis euo:sW In Sicto0 of Vessels of a: Tfferent Fayl

X. ~goZ yes . o:a( at~lan0 oul045 *of ar ogooglo.
oIf yes, a*t"1. 3tlOt'a-¢ d S "1S. 101000 41fity fl .4 140:,i
'alS.1ioll ooti.010 . $

FEDERAL REGISTER, VOL 42, NO. 215-TUESDAY, NOVEMBER 8, 1977
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NOTICE$ C I

3. Tee of Tani ue~c t-otqoetr4.tp

umm

& Oeris nr WOF Sfints lFtAbIZOU lf

R=7te If iisnsIen t C.4ses -

$flver Pete
AUKantia
ted Raoe

Stsnaned
$quid

114=149ntc

mxm Atlantic UKZ ; v~." 7;

X= ofe Vornat M4= *"on L fier (cal SWe MWt

2. Tys. of Stint Snipm Reftdgerat 4. trps
. sins TnCWe 54$ 6, tat Trc 24 .Rt ms ts

sovaatopel, Mm5

It. KoRisng for wti tents il e~rptteo

tnt Amati

At~antica
ted natke

Lang-tinned

210 AtAntc

Nerisigia mz

%.V4=itVsi xnrt 13t04ft5 4 s
s.cus sse slo e.r. m s z51 . tim)

IL ems "i "A=,=cit Tcsrjtutflt
5evastcp4~ 15455

F.m tef w*-_sstq cztinut

11, fitt ain twl&'s tS Se =etsna 0TmitiIFcfww

dti I W7rs o "r.s jta-. =-wa s wyn &- f~ ,re

FLcn-ti , 4n Xd

C= ani r--4#--A*_0 ;-t 11 ,$ K t=

lisatael

Mtar ftIsh

wt. Amc Ri.eg Arsitif"ilntAf ofiti Inets of a tttfpcsm 1741;

7x, is ro It rs 4== eisnrowurntnmntfn " eMsteftT.
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f3YVl$1 VESSEL. t0IFITT C 11,5 VCPE!C2 U,?- (fC,1C

1. We of Vessel A)URSKlY ZALlV 2. fVier (Clat Sgn)

3. Type of Vessel Transport refrgoerator e. aath 165

G. 5ROSS TonnSia 12891 6. st To 6872 . 4kts 27

8. twer's XaAnd 1.Adiss Yribbolodflot,
Sovastopol, U$SR

9. Types of Preossfnr rEufl-nt

I0. fisheries for Witch Permit 3s testtd:

P eIert .. To Be Used Clch5nP- "011S- I1

11AK Atlantic - x
Silver Hake
Atlantic x
Red Hake

.SQU " Atlantic x
Long-Finned

* Squid
tilantic
Short-Finned
Squid

MAC Atlantic x
Mackerel

HER atlantic 5
Herring

rp Atlantic X
Other infish

* 11. Ar fishing Activites Re.ese e. is Support of Vessels Of a Oiflerent flag:
1(0 les (If' es. et',,nh oaelotal se6 sl-aneIN flnag of othe essels.

ispery, snecies. quant it dteU.s, ltosas and sO eofto
-ct.'Iles rve5stl.)

5111492 0916!. TV$1IICITT63 5614 VrVEIVuatlo14e ? Jt:9-
I. 010. of Vessel USSuRIYSCSY Z* f, (Cal Sig.) ESOF I

3. Type of Vessel Tranapotr aeifrigerator 4. Legt 165
8. Goss Tonnlge .2091 -- 8. ft Tonoae 6872 7.1loud (tots) 7

S. etner's none arn Address Yugribholodflot.

Sovastopol, USSR

9. Tyes of Processiog Cupent -

10, Fisheries for Wilth Psmit Is tequested:
FiSnery 4t5015y

3AK Atlantic i
Silver Hake
htlapstic
Red Hake

SO2U Atlantic x
* Long-Finned

Squid
Atlantic I
Short-rfnneid
lquid

MAC Atlantic X
Mackerel

HEM Atl antic
Herring

FP Atlantic Is
Other Pinfish

1. A, flshlng Af:tvfties te~es-td in Support of Vessels of a-Offlrent Flag:

no L7 Yes (If Yes. ettz-i suppl ral sls St mi flag of other vessels.
fishey. seclfa. otutitas. cates, loctioens Ao.3s"ifl
attl ties re-uestd.)

NOTICES

1. X,,__ of Vessel TAC__RO_ _ MV 2. Mer (Call Sign)

3. Tye of Vassal Transport Refrigerator , 16S

.rss To -as 22891 a. St Tonage 6872 7. ?Se;T(kots) 17
B. tinier's W~e tJ Address Yuqrlbholodilot,

Sovastopolt USSR

9. TYynS Of PrOessiCf Ecifnet

10. Foweles fa Wi.t Pemit is n~qesto!

PI d"I I Ta.r.n. S-ine, r-~r 1ro 0. Vsedi cttc,in ~ Sn
Hm Atlantic x

Silver Hake
Atlantic X
o d Hake

.oU Atlantic x
Long-Finned
Squid
Atlantic K
Short-Finned
Squid

MAC Atlantic x
Mackerael

HER Atlantic
Herring

IP AtlansticOther ':nfigh

I1. , oflshlng Activties aines-td I Sn=3r. of Vessels of a ctfferent flags

no Ag It! (if ;.s. atnAcS smn~lrenshl 593,9 5slfll nlag of o~her esls.
ffitry' species. Q-an63654. data$. locations A4 53:4 ff4
aivst as ragmtes . I

5192391 VSM61 tIVNT3FICSIIVIl fPN~ (fC.T")ii

"I sul tdt.
1. Kape of Vessel SO LET 2S~R - . ftee Cll Sign) ym ,

3. Tyeof Vessel Transoort Refrigeraor 4. IjitL% 172
.. Gross Tonnage 9668 8. 't Tocage 3614 1. 1. { I

8. Ovner's Soot and Address Hqrtfllgo
tKaliningradUSSX

2. Types Vf Proessing wgqstyen

10. fishelres for Wi(c Pemitt Is Rwrestd.

Raly I T..t Sm,00 G.0 1. Ue s. Catned. Ac~fj s

HAK Atlantic x
Silver Hake

Atlantic
Red Hake

QU Atlantic X
Long-Finned
Squid

Atlantic
Short-Finned
Squid

MAC Atlantic .x
Mackerel

HER Atlantic x
Herring

Y8? Atlantic
Other Finfish

11. A, Fishing Activities as--esood in Sumort of, Vessels of a Ctflerant F1 1

n5o LY yes (If ys. &tach sonjlp2tl seet 5hwi.1r nl of otari sesslts
specntiess rO'oes t63d. i
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NOTICES 5=

I~--!Lo

.1. r"of vol =c!Aq;QStraita 4 vIfusin

-. V, ifr Tant "'"r' T="S. " I 4aptl 55

x..w. nn

9. " oa f prxmcnt 79

nipalxfrl a trf I Fir j

$flver ROWe

= Atlantic

s atlznt=4

sw atlfAntc

atxtia

au

other rlohla

- t apAT~t .9bsta ft7I== $iptfli tittit if cofit fli

1, Rue'Q Vtaal &XRWsnn t= figr (411t Vip Mam~......

XTo ofi Toni Tisaasrt Rfanrterstc *, L0_________

.tram tts* M?0 6. Rat Ttrnsvjfql .tt kcf ,l

s. Iflas m if a trcst tttu t -

10, Vtalxa for wo5 Pgrit utPsst

____ -.'r t .Sr~tmt To 4 mlm

RE Atlanwtic
l=ver Raeo
Atlantic

mm nantic I

att

nW Atlantic

st Alan a

It. An Ratp Aatc~tfos m f~it 1, taan f tas ttif a ciffm"e fla2;

Z7tt UiS If Yet. a4=a0, x-1t-u41 a n atcaf fla2 if etwa v"14t1ftaa'~unit.e'ar'taa.cas. itv40ta vs asm~f I

2. XPW if TOtWa ul 1W. m n 4 r (WI UNp M!

. Ca4 tut r4-Xsiv . -f~

12 canfa fir 4?lLXi4nttix..,u"In,

LT~ 4SZ t'r' AtM '-' . an!

Ivortat

Uctrnsa2

fla -Vaa-sns.

It. AtZ 2ftm AinW4 Zoar m Y* %-t7 7 e f 4l~fw- I

fycotwa. m , -W =t~

Amtp if Toostq f2 we m- qX

1. flA an i1*fnt is-Xc* tmazm7m4C

n~f atteflic 9--nt'
Rwe*Ite

=art-fue

c- I

f70
11 nfis~~n* .rn . ~tattnsif 'WM fsMUM"4t tVJIqrsl
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FIt. rVESSEL ItntI'tCATt V.1CI m F4.. o- 9 P- 0'1,?,?
I. Rate of Vessel BERINGOV PROLIV 2. flr (Ce11 SIo UJSZ

3. type of Vessel Trnsport Refrigerator 4. L h , 172.. .

5. Gross Tannge 9669 6. Net Teege 8614 7. Speed (knots) 17.3

8. Donor's l e and Address .ortransflot.

KaliningradUSSR

9. Types Of Processing Eq J-vFt .

10. FisherieS for enic. Pern"Ft Is eet +stes:
Fisen I I Aesseesy -
Plans i tareet Ironies C- To PT.q.wedJ.ce-hir, PnoneSir.n, FNer S.emnr

ItAl Atlantic x
Silvor Hake

Atlantie
Red Hake x

SOU Atlantic
Long-pinned
Squid

AtlantlcA
Short-Finned
Squid

MAC Atlantic
Mackorel

HER Atlantic
Herring

pp Atlantic
Other Finfish

11. Are Fishing Activities Pevvested is Su:;ort of Vessels of 8 Different Flag:

In 9 Yes (If yes. at €-s Solewct.l sheet stneg flag of e r essuls.
vIstIrA. s , ta.i led scecifeC

FIIiN- VVUSIV MSITIFICATUIG FOPi (FOE10)s t.. I ?-a ,
VIStLIt let- I

1. Kata o Vessel creenone' snono 2. tier (all Sign) EMM

3. 
1
ype of Vessel 4no roe eo,-,nn,. 4. Leoth gs1

6. Gross lQoan;Q 720 6. Net Ton;e 6 45 5.q . 7. GretA (knots) 21.
6. Ct's 1ra Ie ,4l Address MORTVVAiSFOT-

ralini ngrdUSSR

9. Tnfs of Frocessing ge+tnt

10. Fisheries for *dh e t PrsiC ISPeaested:

P161s T-nee Seeies 5 eer To Be used tCcthire eesr ,nrSno

UM Atlantic
Silvor Hake I

Atlantic
Red Hako x

SQU Atlantic
Long-F nned X
Squid
Atlantic
Short-FinneS
Squid

MAC Atlantic x
Mackerel

M1R Atlantic x
Hrring

PUP Atlantic
Other PinfLoh

it. Ar, Fishing Acttivlties Veutcted in Su;ort o Vessels of a Different Flag:

to " 0ev (if yes. ettecie Sen~let.5 steet sing fle og of teer vessels.
fIsteny, species. c!ntte. -atee. lotioes lA seclfic
activiites reTiosted. )

NOTICES

- 1 - of Vessel rZGAST - e, yffl (l.lfcnti,) Ur

~~~~~~f ie (Call 5in . _______

3. Type of Vessel Ropair/Salago/Crgo., 4. Li+gt , 72

S, fris Tr,,_0 3604 6. Nit te'r -( )

8. Vrr-s N"v arnA Aldn~s. Finhinct Portof Musrmansk,, lIfurnnak, l1000l,

USSR

- 9. Tyges of Precessing ScrId-eet

10. Fisheries f'r nIcN Permit is Veested:

IPlans ITannit nleenir T.e YeTn eni .elrq

HA Atlantic
Silver Hiake

Atlnntic
'Rod H/ako

S01 Atlantic
Long-Finnod
Squid

Atlantic
Short-Finned x
Squid

MWC Atlantic
Mackerel

HER Atlantic x
Herring

PUP Atlantic

Otlser Finfliab

1I. Are Fishing A1titis Rmainscnd in S2;t of Vessel! of ai Offeroet 1la11

j0Vo C7 yes If yes. aStecs sutA-1tal ost M07 of ono. esolie
fIse. 5stees, coAnlttis. fAtt, TevotICA1 Sni seeCIel
l=teiSe sold.

. ,5-I VU-'.+, :':e+Vr+tvI VT' (VC:rl..- - lo. _____-T___-__________

Visual tv.tl-
1.- 00v f Vessel OSCAR LOISS * 2. Pier (:all Site) - i31CL

3. Typ of Vssel Stern Tralor 4. tLeth ,75_ _

S. Gross Tdr+g 2715 6. ,et Y'n ge 913 7. 0:001 (kryti *

8. Ce-rSoO :e5 ad Address Eotonokoyo Proizvocltvnnon Obj- lno'!en

9. Tyes of Prcessf-S !-,i;
Cannery.

Oti
. ,en, - - - ,.5 s.s l~~nl,.

10. FisVtonics for '.'nits Ponic is Pzegnastzj.

P1$00'
7 

j rn- Ini't, nYeI 't Itee;,s.e 
+~

HA Atlantic Iidsator Trawl I :-
Silver Hako Bottom Trawl
Atlaustic Hidwater Trawl x xC

Red Hake Botto Trawl

.SOU Atlantic Midwator Trawl x x
Long-Finned Bottom Tratl
Squid
Atlantic Itidwator Trawl t
Short-Finncd Bottom Trawl
Squid

MAC Atlantic ldwator Trawl z t
MHackerel

HER Atlantic 3lidwator Trawl x x
Horring

POp Atlantic Hlidwitor Trawl
Other Pinfis Bottom Trawl

II. Ame fishing Activities seoeste to S :iOert of Vessels of tfalerent 114g
goqYe (If yes. atleos Solenenll s-tit srving flg. ofAqo vessels.

atois.ie rctgn-,seo 3ttff
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NOTICES 58479

1,Troo Tenmt atuse wwZxe . er 10 t
3. ~ep5~ 5~~tet W-.u trit.

uo ens , Tnsevam. Ra=1 Ter- 20. M217-t1,ts42
& se' is r A~ts2&etcyaAratnivnePlt

2. ne of Pescesfzs LiefeertWrse

ccasnr.

Itf st,,i fir 5s eri sAevs&

.51st Kcle. rlZet, Pat nter.

5531 ~ ak Atanocttwt Trasst2

Atuantio ttlevate Trmsty
tet Sate rattan Trw).

. atuantia ritater r4 2 2
imui-riumd ratton Trnst

Atlantic mldvnte Wwle x 2
sbozt-flnsod Rotte tree).

=Catitc sstdwater WWId x1

mmA Atlontic nldvatr trawl2 2

et atxantic Mldiet=r*w.2 3
terualai rattam tree).

it. Am Fsfli4r Acstelte 4-,=wse f; orfe Towo ten ec Clrmen mri

214 7-(fm.-4 -- a 1-;0uf g fMf"e$

Ti s :!stieuirrviseini i

5. ~.~ tnS 55 53 4 5J . t~r at) st4n-t V=_____
or ycl fl (41 V2

A. Type of tee esl/tvtim~ .tr"l________

55. r fis ae itor lit ptrait ft it..,. t

Atx=%stc

anpatil(

Vs. Atsst a *=wu 2Nz#Mf;o,-vas

xpderfl0
557 Atszntt

ate naSAw.

I. ~ 9= "~rr of' Taw"' - ~ p -r

'T. ATo tm r4$ rumljaw 70-r . tir #i 4 Vtl

.. crn$ T::nt f. Us ,w~_____7 .Cr4 17~4

Iftfn~fe ftr laVC uir-t ft tz4m tt

ote - -auzue

14 n 9 4 , f t * "' U . -f ofliuso Ct',c 04

aeiasrtom

ofyn rZ,,.a =
L f~w0a s Z

of )ul

t, ml 7-=f 1; .nW4=
T444 =T lr-AmvZ

0i bM.ntle-- ,

Otber fnja'

ft lwnn- rl tt 4vtWW S ft a4f t Tpflfof at CPere' r

47- at ra Its f in m- lrW5 tgt % rw n g req04,f t- mar'tss
ifr, net. Vnn=Tfn. wn. r===es An sifts

esttre rmzners
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NOTICES

Visual rdee_-

1. Sose of VmStol 1) 1.tI?13 2. fief (call Sign) I'YC

3. Type of Vesoel :epair/.Oalvage/ co A.o a LtpE 52

S. Gross Torn&;e 1151 6. ,t Tonago 0 7 Sced (e.ts) -

0. Oaer's 1eo" and Address jonftoe. I rozvocdatvennoya obyotincnijo

9.1i T j o r itolnn zL 'El 'J r.01.- -alliqUiR

9. Types of Prioasir Oofpoet __________________________

II. Are fishing Atvlities P010e1ed f00 uolprt of Vessels of a 0!ffereit Flog: t

oto Cj Yes (If yes. a adi Stoplnol $haet sh.,i -irO og of other vessels.
lisper7 secies. Quntilos. .aes. ]cc-ticno tod scecific
ocoileits rezaso,.."

-:2- of Vessel Hoid.TZBEE E
2. fide (Call Sign) SVOP

I. Type of Vessel T-TrSort R friorentor 4. te,0I3A 11

5. Gross Tnago 7207 5. ,Te 7orrJq* 6425 7. $bosl (ttnoI -7.2

0. 1=4 ame 14, 0O o€rOnnx6t,

ralinnqrnd.Usn

9. Types of Processl * £ctfnet

10. Fisheries for 0.0o., Pemft is R'oett

plns- Taloe- So-Cos I C1To a Uel 0 11W1 l :1

Atlantic x
Silvor tako
Atlantic
Rcd Hako

SOU Atlantic *
Long-Planed
Squid
Atlantic
Short-Finned
Squid

HAC Atlantic
Mackerel

HER Atlantic
Herring A

POP Atlantic
other Pinfivc" A

11. Are Fishirg Activi ts L-eustesl ISjPlart Of Voslsoof I Different fall

N~*0 cYe. (If ye., e a-4 Su;h-tdnol o 12" S1de lag of ot*ar esoli,
f eefos. 0Specie1ss. datos, 1ocations 530111fic

I tlistle$ re0es00.)

P105101 VqSSZt MWIF'TOP--O-Aoafr P111i O.. V9iL "7g-Lq23
- - "sd tde~ti- s
--L fte of Vessel U/AU UVE - 2. fife (Call Sign) O

t.. Tyo of vessel 0rranaport Refrigerator " 4. tesg% 130

S. GroSt oe -- 5418 6. Xet Tenaoge 2301 7. Ooeed (hots) __26O0

a. .tr-% Ie and Address Yugribholodflot, -

SOvaotopol. USSR

9. Types of ProcaSSin7 EqtAlpot "

10. Fisheries for Which Pemit 1S Ptqoested:

_p Orroet est I on l e0 Ca--hir -

HAK Atlantic
Silver Iak
Atlantic
Rod Hako

IQU Atlantic
Long-Pinnod
Squid

Atlantic x
Short-Pinnod
Squid

MAC Atlantic x
Hackerel

HER Atlantic i
Horring

POOP Atlantic .

Otnor FPntian

11. Are Fishing Actiities Res sted 0n Support of vessels of a Cifferet Flag:
tic a Os (if yes. attach supleetita1 Shalt shoinrg flag of other vessels,

isrr. species, quantities, 0o500. 105050cns &a4 sceffc
activities raes d.

* VItQ4al eosu.1. 3o of VetOl SATUOO 2. fier (Call lign) .. l,.,.. +

3. TypeosolZIeO TofVasLsa 4, W .tgth

5. Cross TOangO 699 6. uot Tcreeang p6r7 7. oed (S0 ots) 490

S. Owaars .e 00.4 Itrts ZarsroamA..r.ess

9. Types of P"cosslt5 ufent Proocr. Pirh Cuttrr.e R1 0.

10. Fisheries for %Ihici Pmit S Is P41 cstal

pe T,% C C- ' .... e I , o '-eeot tel IhIr 'I

HAl Atlantic flidwator- Trawl x r.

silver Hake -ottom Trawl

Atlantic lidwator Trawl X x
Red Hake Botto Trawl

SQU Atlantic hid1atoer Trawl X
Long-Finned Bottom Trawl

Squitd
Atlantic Midwator Tray x x
Short-PFined eottom Trawl
Squid

H4AC Atlintic Hidyator T'wl x x
Hackorol

HER Atlan4c 4idwator Trawl x X
Hearring

P Atlantic Hidiater trawl, X X
Other Pinfnih Bottoe trawl

11. .Ae Fis r P100001 Aed f t.os 0e d in C,;,rz of Vessals of I 0iflerot 1fills

10 Yeso (fyes., aga~co, 3Toereotsl 'halt 2-fari fIa7 of ot-a veitait.f$tr.o~y. s Ceocio$ 030n0t5,. Sats. i00103, Ard sCooWIC
ac:letties, reaetSod, )
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JO. fisheries for 1000h Peralt is Ptestad:

'p se', ,,€Z- :y

1i0.1 htlantic
Silver hae 30

Red -fla;O i

SQU Atlantic
-L ..Finncd x
Sqid0
htlantic
Short-Finned
Squid x

£11 Atlantic
liac.orel .

Atlantic
lHrring x

PUOP Atlantic X
Other Finfioh



- NOTICES 5831

Tr4 oft itusgl'rn~r wnrfrato 4. lat lf

5. Suit sTc=a; 2660 5. ZSet zm7. Cast (tan) JL
s. if lte)-. ?rf.li Pnfflasnie - 7. kit Z7l 2

a. oris Trn t4 xzm... 4.E:=--!=- . iss(in A.

m 0 7itW ?snr t7

15 rtffus niti eait Zo w t itals sf?4 Ctf at.4 fl

f, =no jTmks(1 i. it Z.tnt ie (411 UPe ett esi

mrhtnties rtptfl

nsaaTw zfn rrssnc as cnr ;.021:-o

10, ~ ~ ~ ~ ~ ~ fl4 Rn).s ~ =PV-tf f~mf
1. tn i luts 4$QZ 7.ftp (45 !=f,) U f

tife

um tlantic2

war 1st.

",a a7Tte ,9 0X T~vte;0,1 & fv4 ih
Z-, ua mv r4s;e

M7. M40"nfite Al IV7 ft rsfzmf

tZ Aflssttf u-'
-'ft'

=Vow M

Aantic

4;q1sm4

Atlam2

4uat nn nst

1. =* of Two) c 1 f l (Ii sw)
X. rrA Cf Taal____________ 4. teqf IC

L. can a 3453 4. tnip Zz4~ as i)±

I& occrt zn itl Xna rrTvm ~ ~ me

1.7i f fraaIfr; tt-rrt -

17. g fltui lnalt rQ~ ts frnsimtt

I=

mn

It. A tptn kofo 4sAn M rn a ot~f Uotsi 0t qstusm flip
10' A7~ $5f in.MT 4==k Iai ri)mrm Eta;fu of 0stor sw"tts

tfl~~~r= .nn taran. &=n tmfla a
"PiAX Z!sas.
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NOTICES

fi9001t3~~~~~~~ st7.'s CTO P (T )2. ______________

visual Idet-.
I. N=e of Vessel SpoF00o1r 2. fle. (CII sl-,l "10Mg

3. Type of Vestal Patrol/Cargo ,. Lmgts 64

S. Gross Teeu0.7 844 6. get Tc-o~o 239) 7. 20. tos 17.S

8. Cwor's 900e co ,d Mdeso ALEITUICG"=MY7A 37ZA EKSPED2TSIOE'2OG3 -lOTA,

9. Types of FO0cas511r la'f3000t -

10. Fisheries for 2, 10. Pe0.t Is FoLastsd:

F V ery :=~t
Plant I0-c re~e sc 0~.,r TO 93, -' I09.9. --. s,,C*l309

HAI, Atlantic 3x

-ilvor H kO

Atlantic x
Red iallo

5QU AtlanticLong-Pinned I

Squid
Atlantic
Short-Finned x
Squid

MAC Atlafitic
Mackerel

HER Atlantic
Herring X

FF Atlantic x
Other Finfich

It. Are Fishle; Acttlcs 29ae~os9. In Solert of ,'assets of a Cifffeao±fla;

to J9 Yes if 7es a*=ch soyPta I s eae so9.909 flag of oer vessels.

Is"ory ads . c -ot13o. glia5. Lid90. 1014 00.001
eo€t1, ties rm3este. I

I. N=-,0 of Vessel S*TOII . 2. ftee (cal5 Sf1) UB!IF

3.Ye of Vodoel Rpair/Salvago/Cargo a. LirtO 6

S. cos 7000,30; 1070 9. Use 0.oo;e - 7. 0etos
3. lC-oars 1=04 o A dress .Khliningroodakaya Daza Rafrizhcratornogo Flota,

Xaliningrad, USSR

10. Fisheries far .Whi."s Otmit is 7.90stad:

HAM Atlantic

Silver Hako N

Atlantic
Rod 310ka x I

50U Atlantic..Lng-rinncd

Squid

Atl antic
Short-Finnd
Squid

MAC Atlantic x
Hackor'el

HER Atlantic!
Herring 9

PFN Atlantic
Othor Finfish

11. Are Fishirl .Y00ttzS A~s-2o d isn 9 Of Yes0.1o If NP99Fareoc Flag,

Cs Q Yes (if Yes. attar. shtet91 30. 9... flea ofne 09.espls.
faur, :09 s7- ao,

9
's. tams'. 100.00000 Oo s-,clf 10

909100 tiol 00.29000.)

1. 300. of vessel 2T.RATEL Z!3 fiuai lo t ,.

3. Tm0 of Vessel Patrol/Cargo 4. Lengt 63
5. Gross 900.; 1_____G._ 13 17,53

900 9s. N00 osos.___t T ___e 7. Scood (k tl) 1 .

a. 3.e's .1aio o..d Addre~ss Riakaya Daze Refrizhortitorlogo noate,

RigaUSSR

9. Types of Pmcassl,g o1'.oat -

10. FiIoees faor UldC. Pfalt is f .O-estad:

HAr Atlantic
Silvor Hako

Atlantic
Red Ha O

SQU Atlantic
Long-linnad I
Squid
Atlantic
Short-Finnod
SQuid I

MAC Atlailtic
Mackerol I

HER Atlantic
Herring I

P11P Atlantic
othat Flnf~ih x

It. A r Fishalg Acl .of ut Aosfl Sd In S."r- of Vessels of a Ciffrerat ?leg&

o / Yos (It eso atah h S o-onot soel o nssh3l. 9f 0tao' ousi)ls,
3000310it. ,o133 9..90931.. 09f

.0111.soot.

.o' ofles.1 7 74O Soz.

3. Type of Vessel Patrol/ Cargo A. L r th 63

S. Goss C,,ZT4 44 6 ho Toaaso 239 7 SZ otu
8.,Cnor'S 20-. 0.3 Allos -lai ,%Tdyh a Eoza 'ofriz. oratornol : iota

?lar1 ip 01in. UJ.2•

9. Types of 7cussi1.3329l-poet _____________________________

10. Fishe-fts far Nhi., Ptri is Pei 0.astali

LU ; tLlantik
;il vr 1.Q.a
.ilantiz

50U : tlandic

1.lantic
Sbort-Pinnod I
Squid

ILC Atlantic
9:aelirol

HZO1 .Atlantic
.zorring x

uthor Zinish x

11. A e Flshr Ac-lvf fes 3Zeqa St In 9Jo;,Or of Yes"Is of A 21ff t. el'l

x 9jgfy oso (1? yes. a:9t-= s0Plr*s90,l o.o s"., flat f War v09l
fWs0,/1'.cis 00005.00900. c1900. zzl900 . szo-iff
0291019103 rai9tc.d
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NOTICES

fga , 4W

1*.flstrtn f~r flIts x t fs 7canss

swK ktiatnicr

Mtian

mot-fljsadK

St atita K

12? Atiganti oti x

1.Amt tfaf Aeatss tA;sstt To L'nWt of Vialt 0f A (ffirrt flp

1R= of t
t 

l L ft tr (CU tp ~

&, CT' fn sat4, ATrtqw" a'kailat4 vt

St. Olra To-Art S326 2t5t37Itut

~I''ITern Arm-es r ~ To U ~ %a cm!r4

saiver Saxe

10 Atlantic

m550 Atianticcs Kw cmL1 Mtc
=174aan -~od-

Mati rt
t
.

1. "n zf T441S Vrt,' nt~r'' 2 ar (1aU A'l4
.# oft aT at rrl prrw 4 tin 46

1. r 4 m AV -nns", t rri -%

.ffatrtt ft,71 Sr,A Is flnasi

*0 Atlantuc
=lver 440-

Atlanti

huAtantuc

AttanticK

110g~ 0tan~ K lc-.M

itnt Atantic

V). naCnl !-z"" 'V r" . rhaI$4 tn

S.=tra fn r U - rl-rwr 11;r

2. Tjns ifA fs~i' t g;att -

++t4 I rr'o I .n sa''ne-+ +
135K Atlnt I

snnr, SI

Atlantic !

I atiai-2-c K P
S t. Aflfn zwost xntat Ipatia Is-= ofn atss"Ts af 4 ciffo'as FSia

zU Ola (77 tfjts. m-n Incrml v n-.stc. r (to of Orw "Ma,
ama.ta rrann.)"s;;ft
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NOTICES

1. Step of Vesel GPA=IOITNY' BgREG 2. fier (Call Sign) BOJ

3. lTypof Vassal TR=SV'ORT 2,IEFSRGIMr TOR 4. teng 155

5. Gross T0 A;e 7207 6. eat Tonnge 642S . (Iees) 17.3

6. Omer'$ I en! dkdress l!ortranaflot r

r.olinnarod0SSR

9. Types of Prtcisssle; tpT.OeeC

10. Fisheries for 31¢th Ptemlt Is PeT.ested:

OPses I I S-e sI t. Se t1tel Sassor

HAI Atlantic
Silver Haka

Atlantic x• Red Make,

.QU Atlantic
* Long-Finned

Squid
Atlantic x
Short-Finned
Squid

11KC Atlantic
Mackerel

ile Atlantic
Herring

P'ill Atlantic x
Other infish

I1. Are flshln Actvites Zeuest d In Support of Vessels Of a Dlffarent Flag:
. -l0 7 ise. (If oe. a%:d,¢ plesot snJ het d 'ceeg "lae of oS.er ",essls."

fishery, scecles, qumtlles. -ats. l4tfo s go S |f c
astgltles requasted.)

vIsual lU*d
I. haze Of7essel 100ZAS ALCKS01S S 2. fter (calt Sig.) UVZII

3. Type of vessel Starn Trawler 4. a 5,

5. Gross Tonna;e 3.70 6. xet Tonnage 1225 7. Speed (tests) 2

,laa P104 ,

Visual Oes1tO-

1. S-0e ofless.i YASS P4ICIJ. flea (Call $I")C VCX

3. VTp of Yessel Starn Trawler A. t:0 Ss

S. Gross TOcete 3162 6. rat -T, na"e 1307 71 .o d "A.-

8. C, er-s !e=-t dd ,40riss lizhahaya Data TalOVOIO FlOt : _ __+

9. Typesof ln0025 14 .070

LqaUSSR I

PFo"ar, tih tOlal. PlantTt, toltv Onn'f V

10. Fisheries for %.1(0 pe,',ft Is 9eqoest.d:

olro +rSeele-n I ..- 1c ,.' .oaa .i

BAK Atl antic Midwater Trawl x x
silver lake Batten Trawl

Atl antic Midtator Trawl as x
Rod Hake Bottom Trawl

SQU Atlantic Z-lidwator Trawl x 20
Long-Finsed Bottom Trawl
Squid

Atlantic Lidwator Trawl X x
ShortPF Jnnad Bottom Trawl
Squid

MAC At9tic Midwater Trawl X at
Mackerel

HER tlantic Midwater Trawl X x
Ilerring

FNF Atlantic ULdwater Trawl X 2
Other Pinfish Bottom Trawl

. II.Are FIshIr A tivitles Zlersted Is Support of Vessels of a Clfferen Flagg

gls COf yes. st-,adh suoelsontol Shalt 0-M, .n7 flag Of Other qIasol
fgs'ery os.clos. csoovues. lates. CltioIeO rd entIt
,opjttas aTested.)

0. -aaoe Af V~ssel __________________ 0. ftea ICall sil)VCillnIt

IJ .. ~e o tsse Stern 'Trawler 4. Legt (3
3. Oass ioneang '2653 2..s ecs. 1 44 7. total (hookttl) .1....

A. fos~o" ~4 ~ ZLtvljcko. Prot gvoftetv,-qeVa cobjeftnor-I.Y

Freezer. Pish Hoel Plant. Cannery.

10. Fisheries for Inf. Pee-t Is PFequsted:

05 Atlantic Ldwatr Trawl 3 x
-liver Make Botto trawl

Atantic- Midwater Tray w l
Red Hike Bttee Trai&

Pau Atlantic Midwater Trawl x 2
Long-Finned Bottom Trawl

Squid

Atlantic Kidwater Trawl Is =
Short-Finned Sttom Trawl

MAC tlagaic Itiwater Trawl 2 2,
Mackerel

M Atlantic Midwator Trawl x x
Herring

FIlp Atlantic Midwater Trawl X 20

Other Pinfish otto Trawl

11. Are Fishing Actvities PReuited In Sepprt of Vessels of a Tifereet Fleg:

.40L~y& (f Ys. ttch .Vpcmutil$st sheds; flag of otht-reassels.f1s7 w sties, quat oes. 4aes, tloatis led specific

actiitis requested.)

2. ype .e-oCzs5Oe4 zzIt xreezer Fith oal-Dil Plant

10. FIsheries for WOds P-itl Is PpziesJta:

HA Atlantic Midwater Trawl x
Silver Hake Botto Trawl
Atlantic Mldirator.Trawl a s

Red'Hake Motto Trawl

SQU Atlantic itidwater Trawl
* Long-tinned SettOm Trawl x 20

Squid
Atlantic Midwater Trtw x Is
Short-Pinned flottoa Trawl
Squid

MAC Atlintic Midwater Trawl 2le 21
Mackerel

HER Atlantic Midwater Trawl 2 2x
Heorring

PV?- Atlantic Midwater 'Trawl I x
Other Finfish Botto Trawl

11. Are Fishing Acrlelt.es ?.,-esttd In Spfprt of Vesels of a Dlfferent Flagg
yes.-es (If yes.Auzol-t. l etAteto ltsh flzg of othE r v22149.2n 0 y fles'y, (f .5tnar S cuant.-t gs. da:. lcCatics -d s3oclfic

. aclltti s rtq.eet1d.)
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Typ"sof Poesar.logsslcat

Fat Hltor.Pilloer



NOTICES 5m38

3. yrA of Vsss$Ste=a TrAr Z, trn. so

4,lss 4?nst. bse=s; Freen's. V~ru ttI'nl Mlet. rAt 2Vltt, ctn'sqX

18 ltstn T=Zf flg'irAft t Vnone

W.9 atiantic 4w tr al
= ivcr Itaxa Cotorawl

788 ti r .dnmtar tes K

$1909544 1ot=Tr

Mbotiaaa4 tat Trari

* sa aauai xidwat= ro x

* ea Aktlantic £tidater tansl x

25? alantic r4dar trawl Kx
Other rietieS Batte TWAt

21.2;tSteal a uw ala Sana-st V ofs' a! u ofsal A
t 

aif xItt lqt

ssa4 ftl a ar sais

'I' Tnt afttVasa Ster= Tnr 4. Lj,=n as

0,cst' sn 3= SA"rm Zara cralwmlana Plata.

T. Vpas a!rnssr ZzSfm Tecora. ruab ea Plat, cne
ratt 'Tm.atermfltcr.

un i~~s a sa Ul nt i Masatrw

sliver momt rattan vzen

Atlantia Eiaatr T K

let att PatonTrawl

atlatic aadwatar rawl K
$ht-n tPto rw

mwn XAtAtiO fadwatar TV4~4 U

othar vinsaSb Xta Tent

II. Arefltiq Ssistaaa laato 24za n eas' aTemsts at A tiffaa' MIcp

Twr's =a71=14- , Sto P.. s.miWA

c. t ou at v..t1 W-4fl 5lL..... tm~

I;=nn 7w;r_; f~l . tn "m'n;.fL42 7. Z~~-n 4.4

Trt rr L-.,-tn arrE . ! ossa r~, a=

VI fe,ta ftratr flttft flt srsu

uz attanttc tdvtntn TrWAXt x x

=V# 4 tattaa 2tVt"

Atzlatto #U4wflr Trw x r

-Flcamd rottca Travi

Xs-- Atlatto )tivantc 7ra

at Attlai tvidntcc trala K
voranr4

rn Atlantt trignaw Trawl K
Other flfz tten Traw

"$At n -W issqzstr zr4*nrt (A ofnr ato= of 4 ala Ctfar fl

Otaa ~ ~ ~ ~ %:m a=i UMM4.,t~nts a nA

=!!7t .5''% "-:. tr 4 --o -I,7/

reoz orrTtuotlrp) ra "Z

L, Sst Tr"4c 32Z &4 at w=;.145 ~ ~ El

cacnar,.at tetr

VI.1rt Arc st Zs",t is f=="nf

I
trs htl-r 'a' I n. V a ta Crt- -r-,-4V' Sa

=Vag Unantic tt=aa tr947 K

J1-11ita saa ftn trwl Xtantc flptt=zar n

C-r4 =0 Cot lt= vrz4l

Atlantic ridvar tralK K
=*~rt-r=rAf raottn trawl

F=C Atati avantar traw K

Uta Atlantic tnerTrawl X Kt

2?Atlantic tti.'-r trwlK K
Otte rsnetIa [Cotto 79tt4

t.An last'sfli zr..n's (, r Van af a Z ura noa
I216.sis ~cnn ls n' ts tt naa

Its tirasM. ar4n vcrat vzwn. Vens e' ta-t'A1
tsat' Itanszo o4p
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NOTICES

Visual Ieetd-
1. .l=e of vessel TLT.TSRTIT.TTE.poIly S. fler (Call Sign) .%VOz

3. Tya of Vessel Stern Trawler 4. L0-0gth 79

5. Gross TnOgap2326 6. et Tonneage 841 7. Sed (Tnets) 12.0

8. C3rlz Ibe and d .ress Ournanryvbron,

183001, lkurmanokUssn

2. Tyes of P "cazsin5 Eqal=t FrcozorCann3ry. Fish Meal Plant,

Fat Hlter

10. fisheries for Wchi Ptaft is P etc ted:

I-., Ternet Sacoles I l To ve 01fl I 0001, 4050=

IM Atlantic lidwater Trawl x x
Silver Hlake Rottim Trawl

Atlantic Hidwater Trawl x i
led lao Bottom Trawl

QU Atlantic lidwater Trawl x x
Long-Finned Bottom Trawl
Squid

Atlantic Hidwator Trawl x x
Short-Finned Otto= Trawl
Squid

MAC Atlantic Midwator Trawl x x
Hackerol

HER Atlantic Hidwater Trawl x I-
Herring

pup Atlantic Ilidwater 7rawl x It
Other Finfiah Rotton Trawl

11. Are Flshir.g Activities Pquested In £uCacrt of Vessels af 01fferet Flag:

05T jOYes (If yes. attach suolpeltl staet shtwfol fllg of other veessels.
r borr, s;eeles. Oonolles-l. a , oatcnso a And soecfft

t aties roet esed.)

VIsual Ideotf
-

1. :lre of Vessel TARUSA 2. fier (Call Sign) MIT

31 Tye of Vessel Sten Trawler 4. LLtns-l 79

S. Grass 2oro 22 6. Net 84n00 AL.... 7. S0=04 (k,0:S) .12.,L.

8. C 'S I.. &. kAds tis Yurnanrybnrom

183001. Ormnsk .USsR

.. laes of rprts- 1 r-u ttof; e-t Freezer, Cannes , Fiah Noel Plent,

Fat Hltor.

10. fisheries far !VMc fermiz Is Ocoesnd:
tf.,n 1 et S-eol. C- Y. 0 1e Csto-r, S--4

HAG Atlantic Hidwatr'Trawl 2c
Silvor HakO Btten Trawl

Atlantic Olidwater Trawl x I
Red Hake Rotto Trawl

5U atlantic OKduater Trawl X x
,ong-Finncd otton Trawl

squid
tlantic Midwpter Trawl I t
hort-Pinned otton Trawl
Squid

HAC Atlztc Hidwator Trawl x x
lHackerOl

HER Atlantic lidwater Trawl I
Herring

PEP Atlantic lidwater Trawl x x
other FinfiOh Rotten Tra.

11. Are Fishirg kVodo'des Onguested in Su;;r- of Vessels of a Offeret h1a0p

No L7 Yes (If yes. atte, supplenental sle-t s.eobe.g "o of oter vessels.
fistery. secites, on eftes, laces. ccotis zr4 seOc'c
activities requested.)

ve10-al lsvlw.er a

1. 11=a of Vassal ZIEODOR 17-TTE 2. ft1r (Call Sign) -tty' ,

3. lTye of Vessel Stern Trn._ler 4. Lotno.

S. Grnss Tcoe 3170 S. liet Tbn..o .225 7. Sued (kai) 17.

8. Cwerls Iore erd Addrsos IniroKoWn 11,.n Trnleivoco rlot.0
Riga, USSR

9. Ty'eso f Prccctsbln r~jOflt Freozor, Fixph Meal Plant, Foot Itojtol.
Cannery

10. fisheries 'or Wh103 'aoi t Is Pxqoastad:

HAX Atlantic Zidwatog Trawl X x
Silver Hako Botton Trawl

Atl antic Ilidwatr urawl
Red Hako Botton Trawl

QU Atlantic i1dwater Trawl X x
Long-Finned Bottom Trawl
-Squid

Atlantic Ildwatoer Trawl x x

Shotr-inned Bottom Trawl
Squid

MAC Atlantic Midvator Trawl x x
mackerel

HR Atlantic Hidwqtor Traw x x
Herring

FPF Atantic lidwatar Trawl r it
thoer tixtfioh Bottom Trawl

11. Ae Fishirg Ativities hq.es-t: in Suoort of Vassel$ of a 0iffcret F141i

'to7 f c& lob. CtYes. atticb Selbleeeootel s024t IhNefri flag Of or iltas
fIstery, ooecbes. uaentitts, d at., b00tisO10rS $CO. llfit
activities rdqoroted.)

FiSOIVI elS:Ot ::1li..014 I~ 00.t __________

Visu~al ldeitl.
1. -Xre of Vessel EOLO"TSI:Y 2. fier (Call Sign) ro001

3. Tr4 of Vassal St0rn Tr-Or 4. LenTra 79

. rs NLe %g- 841 7. St.,d (koa) I',0

S. C.,,?'. U0=3 &,d Adrss syirnanrfbloen

183001. 11Ihoon1USIO

9. Ty~es of lraossls', Eauborot Freezer. CftrnrV. Pioh 11,"I Plnnt,
F at, Ilelter

10. Fishoeries for '7IN Peroft is Ieo.astld

01Oe 10,01 e4.s I ,. To10 11bI Ot"e 1-.,149 1 C'

_1311% Atlantic 1lidwatoi Trawl X. x
Silver Hoko Bottem Trawl
Atlantic Ilidwator Trawl X x
Red Ha e rottOn Trawl

501) Atlantic Nidwator Trawl x It
Long-Finned Botten Ti
Squid,
Atlantic Ulidwater Trawl ,
Short-Finned Bottom Trawl
Squid

MAC Atlantic HidwatOr Trawl
Mackeorel

HER Atlantic Midwator Trawl x it
rerring

FlI Atlantic Itidwator Trawl x
Other Finfiak Botten Trawl

11. Anr Fishi.l A tivilties R last d In Sup;ora of Vestel$ of a Different FlIeg

NO j71YI& (If yes. attac00 s3elmneoool set lcoto3 flag 04 odle '34el3,4fisrer nod.0es. oueatitleg , l.ocation$ a-d Ice.1fic
activities ,-on~ested.)
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NOTICE 5837

rrtwo . wrenrti s. rs~ro:MIT~7 r
2.~ Mr u;- =

I. nt t inSXA~~iV2.1t 15*4 lo'

L.7 '.=ff~ ",te,,rer4.tW 0
S.r

L intTns Z= 575 ~ ,$nilss s.

m.Cr nsa 4n$itwoe?~v4.vn~ bc$wv

7vtoC frvbcm~zzt'fl

Slr poe rett= r wl

Red ITe rttntc 02=4

iAt44

XM Alatic "dw~ntr Trawl x

In tzantlc Yidnater K Kvi

fy atlantlc Kt~wate rawl x
Mtixr nFlntb pattoa 77074a

t.An M174 Ozisovltes , fan t Ia !4rt of ';tatls 714 itftran15;
(If Tn. 4nn snsSm= 4ent fuat of~o 0ics at tf nn

is zts fVarystofa, qvrtt .c7 =u4i 4=4=~f *4 Int'7

tttti7thC resosfl

am. ton i 3170 4. in 7r 1311I f ('f .. L

3,m ectf 7m75 T wsm x270at Rl7t74~t

TO. errA.05?

SOW ve Hatlo 0*77c nri

ainno Zotton TrW=

$017 tlti imwter Trawl x
Lca7-fsnc potta= 7ns4

Atlatc flidwor Trwa x

xo tlantic ridwotcir Trawl

Hs atlanttc ldwctcr Uraw

oS b ftm am=7m

otxr 4=n4t, V*77c .7.rawl_= m~h

It.Anflstn lt~ Um.si 4lW= -..~ 71 nsqt71atfw v
M=174='u oa ers ts tro o 75

r,. ~ -- is. $T 7ZrO

4. ~ ~ ~ ~ ~ clt Cn *sti nrn ''s

:rid15~7t;7'rtfrt.rt~rz in izy

w tz'a r.-un flttrr

3t1t~ i Ai r

.t &2-- nso

I,~~~~~~~~~~Z fzm. W3n ____________ .C.iivp~ e

4.2*Atlantc mitor

Sflvor~ ~ asc Ptiati

Am FIV tic VJA nzer 4 n C700s rmr
Tn544 . m s.=' %.tt m t s - --I.l -'0 1

.a~-=l Or-=ti fl4nto TorI
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NOTICES

FISII: a'CtZ ?:E:F---15 le-, (FCTCI;_1l :t. U N'- 05796
Visual :e e:I-

1. se of Vessel lILITOVO 2. fler (Cal' Sig} V. V

3. Type of Vessel Sten Trawlqr 4. LenIvs 85

S. GcrsS 7crno.e 3170 g. -!et t=5e 1225 7. Scuod b(klt) 12

0. Ctor's I=e r. lo-dress RPOa. Lenrvroe-#

Leningrad US.M

9. Types of PSoss ; ¢iST 'f;=nt IIeador.Pilleter

cannery

10. FIsteries -or 2Ihc Pt700t Is ."uested:

Plns -7,et 5.ecles - eWrT -1o S.e %11 ttehsro P-ecosln C.",r Shoece

lIAx Atlantic llidwator Trawl x x
Silver Hake Botto Trawl

Atlantic Midwater Trawl X X
Red Hake Boton Trawl

-QU Atlantic Midwater Trawl x x
ong-Fisand Batten Tratil
Squid
Atlantic Midwater Traw x x
Short-Finned Batten Trawl
Squi0

MAC* Atlantic Midwator Traw x x
Mackerel

HER Atlantic Lidwater Trawl x x
Herring

Pup Atlantic Ilidwater Trawl x x
Other Finfish lettO Trawl

11. Are F Sl.g Activities Reu-cstgd in Support of Vessels of a Slffer nt Flag: 1.

No U yes (If yes, at.tac surplerentel sl-t strh1o flag of other vessels.
fitso s:eoies, Quantities, data$, 0cloa -cns Vd seecif cact,~v ties riques e-d. )

V2sul lde-,.-
1. 11=1 of "ssel PT.VL'IUTR 2. fee, (Call Sig.) firSTS

3. Type of Vessel Storn Trawler 4. Ltegs. 83

S. Gross Tcrnage 2944 6. 30 To Te 1299 7. Steed (Srcts) 12.5

S. C er's U--4 and T Rtss lalininqrodakaya tan, Tralovoo Plota.

ralininqrdr U;S=

9. Types of processing ba;l=oen Pilleter. Header. Canner s. Pat eletoe.

Fioh Meal Plant, Froosr

10. Fist.eites for L10fC 7e ilt Is Paqestad:

PMts I 70,... $eclos I Ce, To ve Uee I CoelrOeoos.. , n b., S-ooeA

MAR Atlantic Hidwator Trawl x x
Silver lake . ottom Trawl

Atlantic Mldfater Trawl x x•
Red Hake Botton Trawl

SQU Atlantic Midwator Trawl x x
Long-Finned Bottom Trawl
Squid

Atlantic Nidwater Trawl x X
Short-Finned Bottom Trawl
Squild

MAC Atlantic Midwater Trawl IC x
Mackerel

H Atlantic Modwator Trawl x IC
Herring

PF Atlantic idwater Trawl x • x
Other Finfishs Btten Trawl

II. Are Fishfrg Ativlties painested In Sup;oet of Yes.elS of 4 tfferet Flag:

C l £7i(lf yes. attods su;Ple- n1jl Sheet s ewoig flag of otler vessels,
flsery, specles. qutntl-es. 0*00, locations 011d sc-nlfic
actvities reqested.)

M-1-pil Plant

Lonic

9. To, of pni85cosso9 - 'e leador, Fish Ileal Plrent,Cono.r

10iFslners fo lO1hr l Faev1/ ' e"

plans I ,eS :0-los I ' 10"46 clga Too CI,

MAR Atlantic Midwater Traw I Ix
Silver Hake Botto Trawl

Atlantic Midwater Trawl X x
Red Hake

SQU Atlantic Midwater Trauls
Long-Pinn d Botton Trawl I I
Squid

Atlantic Miduater Tra I
Short-Finned Botto Trawl
Squid

MAC Atlantic ' idwator Trawl X x
Mackerel

BMR Atlantic Midwater Trawl x I
Herring

MUP Atlantic Midwater Trawl X X
Other Pinflnh Bottom Trava

11. A e Fishing TvetaS RtS.std to 1ongor of Vessels of a Olfferset Flags

no L7 Yes (if yes. a -- tlS ivcpl eeenl olaut thoIeg fql of otter 0060l0(1
fgsery. spees, floeeotle,. c0000. locstlces and 331-,IftC
acIIAItes requested.)
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VISta1 Va Q .1.

1. R:e Of Vessel PUT7TVL 2. ter (Call sign) 0IUP

3. Tje; of Vessal Sae,, Tr'.lcr Z. LeIt.-i at

S. Gross Tonnage 3170 6. xet TarrAgo 2225 1. .- d(ess) 1

a. C,0e0 Itze aid kdntses l O We.tprorl'

Loningrnd1S P,

4. Typeos Of Prnassl, !0,ulacs0 loenncle. Fllletee. tlenv. Ulas-vi

cannery

10. FlOcries far 'Whict Darlt is P-elutad:

Plues T-ense Teotltt CW T'O 9. U10 W001 C~

11" Atlantic tlidwator Trawl x x
Silver Hake Botton Trawl

Atlantic Midwator Traw A
Red Hake Eottom Trawl x

SQU Atlantic Midwator Tras x IS
Long-Pinned Batten Trawl
Squid

MAC Atlantic Midwator Trawl x x
Mackerel

. HER Atlantic lidwater Trawl x x
Herring

P1W Atlantic Midw.tor Trawl x X
other Pinfish oto Trawl

I1. Are Fishng Activities Requested in Su;ci of Vessels of a differett Flags

2V 10 Yes (If 1es. a 11-c. 1 sle- l slet s0ft 111 If ote 10011,IfSrZo, esoles. uenlttlits. dats. locle.loes P.d sevoifIt
act1v1ti1s roloated.)

Visal (esi-
1. . 0 Of Vesseal 7eevnXa , tnva 2. flt (Call 3G19) 1U2yy

3. Typo Of Vessel St--n Tr,,.ler 4, Lttl 04

a. Ctr'es =n £r4 tdrUs __Eo .. ro,-,



NOTICE 58389

1L ofS VO ta7S 25 . ffor (1411 Pr') L

5. ~ sa 4n sss 25 . 1st Torne -264 7. =:wl (k-ju 12

0, CA=rs X=s suC Aoarss Z=o EVrCsS' noao

5.st, st~ oraosr; -- ;a;== PonrsrS "vas 1ant. fllatrr
Sat *t=er

Al ani VEttnatrs ft"I
- At = mt , Rjtt=s 'travi

Red as l Sttm' Txatt

At lantic flit=s %W=s K

Ana tutar WWI

* S Atlssetl MtIssr =wl~

Atati 1"=0 tt= traw

it.Ats A=tIgs psasmuoI tsr 0-,~ Vauols ot a PUff"=t "im

i. X=s of lStint St 5311. flu, (411l IT' ) uil'

l, T',* a 0U4 Ssal tort Smrt r ,5w5 *

. 1555 Tom=5 ml,5 6. Tst t-a, Sn7.Sq aos 4.

l.aizsqsnat

5, Tims 0* P7-s tu tut;
3?2sat

PUr I 'tarus Ssel I Pus s 14 PraSI Cut44 t t"I'5 F.

U~K Atlsatic tt4sater trzwl K K

KeG Oslo 5atton Trawl

$2 Atluntic raumaor tr.a x X
Lonp~mero& ltter trzvl

Atlatic m*tntor x K
Zbtsart'.Ssuc vtstes trawl

V=t Atlantic flt=e taw x K

mw5 Atlantic rA5I4ater trau x
Othuer xtauist tottomZ tral

IT. Am Ftnt sstsSt Osanstu ts'5.uar 0f Vossl of, a of"ttuo' flo

~ lP~ss. s''sfr3 firs jsta~otts~slF rstTssff -

'r'sr r,:,as r-'-s sZ . a.-_______

2. Tjn o Toassi mV"T5 ,.'e _4 trrt________

p rro rt- ~~s Tmr. Caavnrv fla r lant.
fat tifltcn rsatter
I) ssfsstr "' ftint ft rssisis

7"n = 
t
s ro. -, T", ",

inK toa.~ E;tcaa TX=1 K
Oliver IU M .Pir as ex

IV Attlac nintcr Pma~ x m

Ctatt-flone4 r3noa 7=4t

rno * uau ucot TrsrZ xz

lit ticatt rucntsr Tr;a x m
flTrfl;

=rO Iftlc Wflit=e trort x
Otter fla$* "ttom 7rssi

U ~~~~~= "W. nests.n "2f~i mws Ia

r'"tc n'''rr rrtin' Irrfl X _____

"Lrsbs'srtr ver 3

Att~~~uoA Kin4= =

t m 7'rs-U5.r~"s I'Ifl= frSr st Ser

Nu=K Jactat= L~Ter4 K K

MT) t lstlc MISt=a Tins-A
Ofttour ctta Tar K K

ruetSe$ tato traN" e0-a m(1W mu =3 W4 U4fESZ"r~ Attstc t4CmataTrl K K
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58390 ,

Vsuoal let -ti-
1. Roooe of Insse1 190SYM..'eS AD01AS S. fie, (all Sign) ESOSO

3. Tso of,7tssel STZRH TrAWSL'R 4. Lt.1-.a 85

S. Grss Tanae 3012 6. Net orusoe 1087 7. Soeed (le os) _2

8. Cooor'S 1- and ed0rtss ,3aza Tralovogo Plota,

rlaipada.USSR

9. Tyes of Pressng E-uf;u-n Preezer. Pioh Roal PlantrCannory.

Fat Holtor, Filloter I

10. Fisheries for SIA1 ;ernft Is P-qestel

HAO Atlantic Xidooat or Trawl St S
Si1vor HakG -Bottom Trawl
Atlantic Kedwator Trawl x x
Rod Hako Bottom Trawl

55 Atlantic midwato; Trawl x I
Loag-i d Bottom rawl

Atlantic xidwator Trawl x x
Sort-Finod Bottom Trawl
Squid

MAC tA ti€ Midwator Tra~i X '
klcloral

R tlantic lidwater Trawl x
HorrBng

MP Atlentic Midwater Trawl X X

Othr PFinfils Beotto= Trawl

11. Are flsr l, Az!l dtfs xqsest i.n Su0por, of Vessels ota Diffent flaq

S0 L.7ye (If! yes. at00ch suoale*-ul sheet spong rog of other '"sst
fishery. seecle.a . =USs5.estlc ts old SZ"I flCactiltias reoeesto..

FIS'414V S 5. 5IMI50'.11 -CPN (0700*095 P4o. _________

'OlSool lda',oI-

1. Mane of Vossal VIPJI0ISTD 2. fioe (Cail Sign) UQAU

3. Tyo of Vessel SternTra ;lor 4. Legh 79

1. Se, s 7Grass 0 232r 6. Set To.a;e. 841 7. SoocO (.o) 12.0

a. Cvoer'l I0a and Adress Hurmanrybprom,

.183001t

9. Sryes of Proessin E£0000

Pat Ileltor.

urnamnokUSSR

--- 00, 1-4--o -.. 0 -1,,, -- 0

10. Fisheries far Whi.h Pt eit IS Sooesud:

IIAX Atlantic hiduater Trawl X X
Silver Hak Bottom Trawl

Atlantic Ridwater Trawl S St
Red Hako Bottom Trawl

SQU Atlantic Ridwator Trawl X It
S ,ong-Pinzod Bottom Trawl

Atlantic Midwator Trawl x x
Short-Pinned Bottom Trawl
Squid

MAC AtlintiC iidwatar Trawl I t
Mackorol

HER Atlantic 4dater Trawl x s
lorrLng

PSP tlajntic Hidwator Trawl S S
Other Pinfish Bottom Trawl

11. Are Fishing Activities Requested In Su;port of Vessels 9f a Dlffereto Fag:
Po Ye 00 (If-' at00 00P0100 Sheet sh-wing fnag of other vessels.247 , s Io5S. 5C00t051es. 000S. locttons and s.eCIfft

• Vtots ft.mes00ooo. )

NOTICES

1. '1000 of Vessel 00IA2IL DARSOOOV 2. floe (Call Sfqn) P0771'S

3. Typf Ot-atssol STER" TRAIISR 4. LoItg's 04

S. Grass Tco-aeis 2581 6. Xdt TOn"O 00n 7. l.Ocal (kroto) 1J4

8. ners U= aold MAdr ess~niselro9ns:nyn B. Tr1- lovo-o Plotp,....
Kaliningrad, U9SR.

9. Tynn of Procasslon U;Oua0ojt Fih loal Plant.raf lloltor.Proopore

10. Flslerles for 3510.1 70r"t 1s Pquestad-i

lns :ees I C-., To I. C19 0 lca-Mro P-911 t'." O.

HAO Atlantic Rlidwataor Trawl X x
Silvor Hako Bottom Trawl

Atlantic Ilidwator Trawl X x
Rod hake Bottom Trawl

SQU Atlantic Hidwator Trawl z x
Long-Finned l ttom Trawl
Squid.
Atlantic Oidwater Trawl
Soort-Finned Bottom Trawl x 3:

Squid

MAC Atlintic Midwator Trawl
Mackerel X

HER Atlantic Oidwater Trawl x S
Herring

-H ? Atlantic Midwater Trawl r
othor Finfiah Bottom Trawl

11. Are Fishinq Adcftles Ae-nesoad In S oport of Yesol$ Of a OffIorsnt nfAl

iso Y.es (If yes. attao Soc|Iott Sne lr flag of otpaI '1110la,
fty .!fa, quantmes 500. 0 cc1t.cns ar saSIf I

1. U0_ Of Vessel LIVADSY. 0Fe 411 541)1

'3. Tyt of Vessel Storn Trawler 4. L"'91*- 73

5. Grss TceraS. 1920 a. xet 7oero;o 603 7. 3.014 (N0t) 1:

8. Ccorls V0 and ,MdrmS SPORP -Atlanti.ca,

Sovastopol,USSR

9. IMS0 of 7-ocessftoS ZnIhpUoeo Pith Veoal Pl1nt,8 Pr

10. Fisheries far Wfc.h Peft Is 7-gqeeste:d
I 05. oo0o o, 0TelI ., A4000a sj

070 Atlantic Midwater Trawl X S
Silver Hake 'Bottom Trawl

Atlantic Xidwator Trawl x St
Red Hako Bottom Trawl

pav Atlantic 1lidwator Trawl x x
Lons-Pinnod Bottom Trawl

Squid

Atlantic idwator Trawl X S
Sloort-Pimnd Bottom Trawl
Squ4d

MAC Atlantic Mdwator Trawl 3C ge
Mackerol

HER Atlantic XAdwater Trawl X x
Horring

PUW Atlantic Hidwator Trawl S S
Other Pinfish I Bottom Trawl

11. Are Fishlnlg Activies Rmeso-qed to S;Trt of Vessels of A Oiferent Fla

no L0 Yes (if yes# att¢ol s oeoo7e- l sheet o.rlr fllg of O011 Oltalta
fisoory. s=40es, OCeoostes. Met, lct1CAS sld ". |ftIactholties roostatoo.)
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NOTICE$ 55891
swca ram itv'-zcmes srm mrs-ri ww. _______

Z.efi tt t Lrnn
3, Sns 4 n trtt' .te (WS 4ie'
S. S 'iiS4C9 1rr-q 4.LrS $

*. Npwx %=4-

S. w S of 7crs a~t 1;4fm 0.F .-ra 05 8 -c t"=l,~

Red Fi aerti firI nTnSisi

S$Xitrlo rars2ttgo Traa

* At~tntla ti4s~tp Trwt

351 S tioc itsc Trcfl x

=tisfc tl4watcr Trw4 K
sbsrifens VSsts Twa4

4r ftstttla. r44 tc V =4~ inn"

n~~~~cs-~~~~ =,is s-s-rls-s- s-ir-rnp Z 7 osV

'l. ~ ~ ~ M in awLZ7
F5. tests Trap 04 8. =n Trs-piq 1330 22.
&. 0=wss Sin is4w';&== warwsra

8. Tins 4f Vrnisis tsiriss P55-cr-m - r $gs-' ,..,,

10 Ftmes fzr tWo 7vrn? t 74!ste;

=Vcr lists SUtt Tr;Flt
asatic , tttlatc Twis K

goistsx zomto Trw&

5w Attatca UZ4WttO Tris,' K

Kiwae Trost K

3K Atlantic; md4ts Trawl K K

Uiuttt Ua4XCatOm Twit It K
Strfstt ottot Trawt

ii. Am' Flstie' gwssisa 4-..sto :;i,-mc of Wiilt o 4 e1ff ir- fUi
cl(i. Mif Antsnr- sms~W1fsC t4 M

J Ois I=nt ;t=iss srflcs sitft G, 5

p ~ ~ ~ ~ ~ ~~7 *4r f.'.- . ____

r. re i P ' Ls 1w"* Ir me - rfi? _____

8 c rsrs r flhr4 rza tt 7=4'mn

As--7-tic flina T K :

CZ# itts-ttp r4tar K
X=%-ntrfltm StrA2=

ItAM MV- X;W%0Z:--n, "vL f- .0 y4= Osfls 4 t tfWimrft
4 ro ttf n.A ztflj "rnfgr fT-a M

n~r nir. 'rIWN -su t'"' 1-svkf

o. ttw ifr its lt i 2gr ter fl Ur55 r
V% irs- v;s-c ~ f I= " r ri-l5 Jfl ?r S-f l (innS P-l-

S 5t 1 i tttrs7-s ~-z tr rTiw i

lIdps. VZ

35K Atlatta Itnss K Kw
=flmta

fI. Masatuo rdtuar rnl

Atliattc rtttsss Trtw K

hlA Atti o tn

* 1 A vtotA:rt z=t s 4 ulofaOar "

A~-'wa a=, Attenti "Itas Twist

4 ii
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NOTICES

1. 14= of lesS&) ZOtSO,.OL LA'TZJi 2. f ear (loll l!go) 'CSU

3. Ty-e-of yessea STBI TXWER 4. L--gl--- 85

5. Irss T nmga 2690 6. Up To.paig 2 jm7 - T. a$eed (9aop) 1

S. 0orer's V and Aderus Latviisko!o Proimotevennovo Obiodinonivo

RybnoJ Pro=yv6lennoati .RyaUSSR

9. limes of I-'m.¢sslo'2 m= . r Freee, Fish Moml Plant, Pat Melt.,-
Cannery

Ia. Fisheries for 'U.-ch ;tep1 Is Fe-estd::

pian$ !Aret !ptc', ICer -b ;e Ufld I C'to:,i /

HA Atlantic lidwater Trawl x x
Silver Hake Bottom Trawl

Atlantic Midwator Trawl x It
ed Hake Bottom Trawl

BOSS Atlantic Hidwator Trawl XC - x
Long-Pinned Bottom TrawlSquid

Atlantic Midwator Trawl x x
Short-Finnad Bottom Trawl

rSquid

MAC Atlanic Midwator Trawl x It

HER Atlantic Hidwatar Trawl x x
Herring

PHF Atlantic Midwator Traw X 'x
Other Finfiah Bottom Trawl

11. Ara Fishing Al.vftles o mestd In Suport of Vessels of a ifferent Flg:

n a j'Yes (If yes. Attach sucPIemtl shalte 11h-.df.; of ogler vessel,
flolcay, s;ecles. queCtlt.es. eass. Icaticn and sce .. tc

Astlalteu rq.83ttd.)

74911m VtS)!. I t-,T:;:!r',Cnj 'm5 mrv:go) ap._______

visual Idet.
1. V=4 of vessel BlURS 2. fler (Call Sign) ESHYr

3. Type of Vessel Storn Trawler 4. LtnqT - 103

S. Crass 7onnag 3708 6. let T0rasle 1159 7. Speed (know) .0

S. laer's t5=e and Address SPORP 'Atlantica".

Prooze . Pish l!*.I Plant

9. Types of Pmcssgal Smolpeent _________________________

10. Fisherjes for hf c Ptemit ts F;eqesmod:

21, I Taee I as v C..a lt e 5aomor/5

HAK Atlantic Iiidwator Trawl x x -

Silver Hako Bottom Trawl

Atlantic idwater Trawl x 'C
led Hake Bottorr Trawl

SCS Atl antic Hidwatar Trawl x 'C

Long.9inncd Bottom Trawl
Squid
Atlantic Hidwater Trawl 3 C
Short-rinnod Bottom Trawl
Squid

MAC Atlantic Ulidwater 'rawl ' '
Mackerel

MSR. Atlantic Midwataer Trawl ' x
Herring

PNP Atlantic kdwater Trawl ' X
Other Pinfish Bottom Trawl

1,1. Are Fishtng ltft.es SqogS ' cad 1. Support of Vesls of a lffeiot Flag:

7t0 nLYes (If yes. sttop l stppetal shalt landng flag of ogler ,vessels t
fistAry. species, Ivantttcs. data$. Icatloas ao id ooclt
Activltle rtotstad."

1. Ue of 7esselORALL 2. Maer (Call Sign) IM .

. Type of Vessel Stoe Trawlar 4. tt O'-8

S. Gns Taooage 2715 6. Net Toevamae 913 7. $3104 ( 17) 12

S. Oer's I la ,4.drus Estonkoye Proizvodstvcnnoyo.Ob~dnonlUo

9. Types of .- Cgtssf. A £1;
Cannerv.

Fronr. Vioh Ila. Plant. Pat Itlrar.

10. Fisheries far !"fA , permIt Is B;,:estad:

P ans -iIst :~es C Se, T. 1._.r I CA!.hl, Pt S,943 C090 I,,"0

HA Atlantic Hidwater Trawl
Silver Hake Bottom Trawl

Atlantic iidwater Trawl ' 'C
Rod Hake Bottom Trawl

EQU Atlantic Midwater Trawl x X
Long-Finnod Bottom Trawl
Squid

Atlantic Midlater Troava '
Short-Fined Bottom Trawl
Squid

MAC Atlantic Blidwater Trawl x x
Mackerel

HER Atlantic Mldwater Trawl X so
Herring

PUP Atlantic HLdwater Trawl X x
Otlher-infila Bottom Trawl

1t. A e Fishlrq ActltIs Xejested 1. Su=,crt of Yea5l0i of a Diffartit Flags

mag L7Yes (I yes. AttacI. Sw1plen. ,tl o0eet OS-Alno flag of otler tiegls,
f$l",ry. specisa. 4oaritlst. astos Iocatio s ad spetific

{ vt Sl Ft roluIdgeg.,

1. ane If Vessel LRIST.TAb %OLD:AAR 2. ftir (bll visn) 15114..

3. Ty-,4 of Vessol Store Trawlor 4. tSng-. -h

S. Gro, 7To,4ge 3170 6. tot Torole 1225 .. 7. Speed (kowg)

a. Boor's l1am and Akdrtss 'Cimhoka!ya 'oo Tralovojo I!lotg.

9. Types o! P"=mcssln t-q4I,=et reezer. Flsh HReal Plnntrat Pelter,

Cannery

10. Fisheries for lioA Permit Is U.ested:

HAK Atlantic 2idwater Trawl. 3c x
Silver Hake Bottom Trawl

Atlantic Hidwater Trawl x x
Red Hake Bottom Trawl

*C. Atlantic Mdwater Trawl x X
Long-Finned Bottom Trawl
Squid
Atlantic Mldwatet Trawl ' . X
Short-Finned Bottom Trawl
,,quid

VAC Atlantic MidWater Trawl ' "
Mackerel

HER Atlantic Uldwater Trawl x x
Hferitg

MB? Atlantic Midwater Trawl x x
Other Pinfiab Bottom Trawl

11. Are Fishing Activitites Rqutstgi In Support of Yssels of a Diffeetnt Flal

*710 C7 yet (If Yes. attachs Hpl-etal shoal0cwtng 15I7 of dooar vesels,
11 homy. s~e tu ntstil. dot*5, locatIon lad sastlf 1
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NOTICES 58m

natm IlL rresna r. 'rvtta.LV~~tO'k-

Ty-,4~~l- *i nnsae=.ra
1. rcatInn 744 PZ0SI.'Os (st 0:51 tO*= C) -

3. clrlx Ins =0 !Zgna I=Ns ?ratewte pStae

Rod ln x xtt. vrze

aK Atzaa t1sVata Trawl x

4u% 1antk rodtcr TraA 4

$00 =U Mmna twater trat x

$bort-flanar Vcltp Travl

floler,

tt anauntla ttldwttr Tnt a
other FlAult loter Trayt

I.Am Rostc; A=4$tfc aruW. f TWpT1 toaf m atOai ?4ifntlp

uio ait Wn. a stamm:4l stt C.m f4; cf th me sl.
I"= ==02,, ==.. ntat a I nsanptt

3. 1 r? t a fl ~tL~.J2t~~?2 it(.1%W

aar iw, 3M sn. -4zr -r144 'sl 0

2. Ann zflsn. 2SO zw_- vAn,'v 71rZeaL 4 z-t. t(e),

14. b FW rdoae .9;r flt 7Z=4

to. ~w- o tlsrl ta xt ntf n'n

aed__ ao .r ra san .

04 A~ett uu2tnter T=4

AVrAst na eatr trwlx

0*7 amtrim RttP4 ata

atafete fdnoe r

Ra atxutio fldwatct TZrat x

ecrtag7

MMt ftltiqtt ttto* Tgri x
teriftth Ratta trat

x" ni lt ltl 14on fLa qao $tins 0 4 =.tznlt nkp

jUtU flf;t.Aa*0= Clint tattrtla n5 oflott4eti l.
flsaag ~ ~ ti =an %Zvolrn ras

ST~ld

m Zetzr a zawtrTrw

wz tt=erkx Ilidnc TralK

It A Mter Steuu ts Ltan frou lvzPo

an- 7 4 ttts. #=t r1vn tOwn04 ooftt 4

At~~antif Orste Tint S
n-flaasd (W3ti tra

oct s-?frt fsrta rawL

mvSr ta-_. f ntt Sas ltsh a rrsn
flra'r c a ,4t=050 lESS. m01010 X;I~

AtIA404 ~ tA toaatr f=3x .

W.qtn r aeaatn a~

Otte rPin J Stta Trra

A ittA;tlt 111nu ft '-;,-Mr tnw 0 ~
- or lato fa.a t4. ter m =-10% VA eKvr"-g
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1. 1=o e'ssel 'T. 12. f10' (W"l Sip) __!~L

3. 7rtl* Of Vessel st' r,, Trr'o- . 1 Ll'0____

S. b$r t c-o:; 2099 6. "et t 3elo 019 7. StIee .o) -.jI"

P. Types of e4,! V-1 1-t-T nr2-k

10. Fish~eries f~r Llic:1, -loto IsF011ised
'"oll ry-'o I '. r-. 1 I C5 .P ieser Serce 1-~ -0S

1i-. Atlantic l liuater 'ravl X xt
Silver i. .iOe ZOttO,, Trwl.
.tlantic Vio:ater Trawl x x
nod Hala o otton Sral

SQU Atlantic Hlid a;ter Trawl xI x,ong-!rinnd Bottom Trawl

Squid
Atlantic Uldwator Trawl x st
hort tmpnnod nottOC2 Trzl1
Squid

HAC Aklintic flidwater Travl x x
lackerol

HER Atlantic ladwator Trawl X x
Harrini,

PUP Atlantic Iidwater Trawl, x x
Othor Pinfiah Botton Trawl

11. Are Flshtg Aclotles Xectesud t I 1 cr- of Ves:el. of a 0fflrent Flag:

k j07Y (Of e,:10 Yes i see: Chsnq flag of Ottor o:siolS.
oc1.Ccse tro1000:od.)

ZyIes

1. 7u= f vo iol _T.ngr0'_ 2.."Par (Call Si.; IVTO 102
3. T ,e of 7ts~al -tern Tral.-lr '4. Length 1 02

S. '1Slaso fvoe 3!31 6. le: Tcoa_e 110 7. b-n (Lboas) 14.6

8. 01o-- lane vt: --b . ,2A~tlnic1.

9,0. los 0,f 3-teos',; atlan Peier, fAilater, rich 11rncifl.I,
Skin Cloanlra.esh Veal Plant

10. Ftsb'erbs 1or :011 r-o. e'l* to 34010:10s1:

Silver HakYo Boattom Tkatwl
jItlantic 11idwator Tr. It x
Rcd H0l0 eOtaon Tra,%l

"S1U Atlantic Itd,,ater Trawl x x
Long-rinned Dottom Trawl
Squid

Atlantic Midwater Trawl X X
Short-einnod Dotto Trawl
Squid

HOC Atlantic Hidwater Trawl it x
- 4;ackorpl

HER Atlantic llidwator Traal x It
Herring

PUp Atlantic Illidwater Trawl x x
other Pinfidh Btten Trawl

S11. Ar Fishin k yf.t es 0e00es-tt in Support bf Vessels of a Oifferent 71z0:

',0 Q'Ye (If yes, 4tt:o sanilo-'otal sheet shM'.q flzg of o"er 'ossels.
fts-eod, s wzdo.t io~ne'es. boo. Icca =3d 10e0001I000t1 0es riquesuld.

NOTIICES

1. 'g.-o 01 I :*+ ,-:7.T . 'bo+ (Ves1 si;e)

3. T(;3 of Vessel 1.1af U-110.~ lt

S. SIMg 7c,130 1170 6. ht- 7C"3'0 1711, 7. ... Ioto 'I

n:aloInd rrroln%,W lo t rlv

0. fles of neass00i e0bf t HIIr, Cn001tpPt I O,"11", . r"4hj,y etjX. 1
Proc: -

10, Fisheries for 0102rlI Po t 01:1.:a

Silver Hakeb Bottom Trawl
Atlantic Sldo'ntor Tra l X
nod ztabon rotton raw'l

SQ0 Atlantic Ilidwator Trawl . H 6
Long-7innad Bottomi Trawl
Squid

Atlantic Hidwator Trawl X it
Short-rinncd Dotton Trawl
Squid

MAC Atlantic Ilidwator Trawl I x
Hackorol rotton Trawol

HER Atlantic 14iduator Trawl xc xi
Iferring -

Plp Alantic Hidwator Trawl I x
Othor rinfich Bottom Trawl

.1. Ap fishing Aivtl.os ReqUes ed tn Sup; rt of "19101:s 0f 0 fg.rq 1t ?11

-o0 L Yt. (I' yes. 8t01% s-2O1-rtal s0t0t 34t-10 #110 of ooor vesselt.

f sOe caces, qua.;ltts, -at, 10:o3bo' Ald

3. Type a? Vessel Stern Trawler At ' ll'

6. !.ess 0't4;s 3331. " . "Qt 7 Qr1 3 20bo

9. boogr's I'v0 end 7007001S3 Ol 1ttl'

10.;tr r'23 f.'10 1211- It..j P0 1.00-19

IAS 0 10,9-1 1 ! ''-'0'

Mr 1o Atlantic I inoitor Tral 1 x 0
Silver H .a rotton Tra l

Atlantic liCbwator Trxwl x0 x
red Hobo0 rotten TraWl1

SQU atlantic Mitiat r Trivl N. II
ong-finnad POtOm Traeil
squid

Atlantic 11idwator Trawl 1 1
Short-pinned Botto Trawl
squid

"MC Atlantic IHrd¢wator Tiawl x x
Hackerol.

HER Atlantic lidator Trawl I t .

Herring

FPP Atlantic Hildwator Trawl X x

Other Pinfish Fatto Trawl

11. Are fis.,I.q-I0t:.
0

s q ;=tS7.0J 00 ted0 510't A OfV0511 of a 0t0lf'tro F1473

O /--;Ye: (If Flo. atooo-, :e:ilo- ool Ialag #100 Of O000m .0*
flktry. :10010:, CJ-'1 s "I lasl, rs 3, I4 :!t
*lc'Aitto: re .estel.)

*0t
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NOTICFS 5-

- 4K r o 4 ftm" 4tr

ff ,,q *0 $ 4 'n ;6=41; 4

ma TMW r- x$t~

rmW

Im IInzr v Wu

1 ILE=
a ~at I Em if

=44n4t f i

M" r 4V ar qamt

5r 47 r ? -t. r,gtf OMUM

4,xm vpzvif " 7=fl4 $tl

.- .t.........

449A gt-- 4 7m-

U. frarq 4%rov- F-,,r frn fIt ,%g # mn

t Att44 UCt , ,"4 --

otm r U44a Pit r 7 ,7$,A

r'-'tro ~~Z42Zz
jM '$ V171=7-"""- ''1 a 2

[FRPQQXI-0W53 Ficlet T-77;s:-45 awl
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